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DATA PACKAGE BEAN SHEET 
Date: 21-Feb-2013 

Page t of 2 

* * * Registration Information * * * 

Registration: 65331-8- TRAOENAME FOR DOGS 

Company: 65331- MERIAL LIMITED 

Risk Manager: RM 10- Richard Gebken- {703) 305-6701 Room# PY1 S-7237 

Risk Manager Reviewer: Richard Gebken RGEBKEN 

Sen1 Date: 

Type of RegiS1ration: Product Registration- Section 3 

PRIA Due Dale: 16-May-2013 

Decision#: 475004 

OP #: (409349) 

PRIA 

Parent DP #: 

Submission#: 930715 

E-Sub #: 

Edited Due Dale: 

Action Desc: (R340) AMENDMENT; NON-FAST TRACK;REVIEW WITHIN RD, E.G. PRECAUTIONARY LAE 

Ingredients: 109701, Permethrin{44.88%) 

129121, Fipronil{6.0 t%) 

* * * Data Package Information * * * 

Expedite: 0 Yes 8 No 

DP Ingredient: 109701, Permethrin 

129121, Fipronil 

DP Title: Acllle Toxicity' data 

CSF Included: • Yes 0 No 

Assigned To 

Date Sent: 2t-Feb-2013 

Label Included: 8 Yes () No Paren1 DP #: 

Date In Date Out 

Due Back: 

)kv!-L. 
Joy 

/ 
Organization: R~B Las! Possible Science Due Dale: 16-Apr-20tJ 

TeamName: \~ Science Due Date: 

Reviewer Name: Sub Dala Package Due Date: 

ContraC1or Name: 

* * * Studies Sent for Review*** 

Prin1ed on Page 2 

***Additional Data Package for this Decision * * * 

Can be printed on Hs own page 

* * * Data Package Instructions * * * 
The regislram has been challenged wHh a petHion 1o deny from 1he me-too registran1 {Virbac) tor citing exclusive use dala. Me rial is providing 
informal ion 10 remedy the data defficiencies in 1heir curren1 application since Virbac would no1 provide permission to utilize their da1a. 
Please review this package 10 determine if their Acllle Toxicity dala is valid for use. 

Thanks 

Richard Gebken 
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DP#: (409349) 

49027300 

49027302 

49027303 

49027304 

49027305 

49027306 

Page 2 

* * *Studies Sent for Review* * * Decision#: (475004) 

Safety and 

Registration ot6(~~:~i~':." Transmittal of 6 i 
Vasquez, R. (2012) ML-3, 141,301: Acute Oral 
Toxicity Study in the Rat: Final Rat. Project 
Number: 0406RM52/005, PR/D/0254801. 
Unpublished study prepared by Calvert 
Preclinical Services, Inc. 55p. 
Vasquez, R. (2012) ML-3, 141,301: Primary 
Dermal Irritation Study in Rabbits: Final 
Report. Project Number: 0420LM52/005, 
PR/D/02550/0255001. Unpublished study 
prepared by Calvert Preclinical Services, Inc. 
64p. 
Vasquez, R. (2012) ML-3, 141,301: Primary 
Eye Irritation Study in Rabbits: Final Report. 
Project Number: 0421LM52/004, 
PR/D/0255 t/0255 t01. Unpublished study 
prepared by Calvert Preclinical Services, Inc. 
67p. 
Vasquez, R. (2012) ML-3, 141,301: Acute 
Dermal Toxicity Study in Rats: Final Report. 
Project Number: 0422RM52/005, 
PR/D/02549/0254901. Unpublished study 
prepared by Calvert Preclinical Services, Inc. 
58p. 
Vasquez, R. (2012} Delayed Contact 
Hypersensitivity in Hartley Guinea Pigs 
(Buehler Method) with ML-3, t41 ,30 t: Final 
Report. Project Number: 0424GM52/003, 
PR/D/02724/0272401. Unpublished study 
prepared by Calvert Preclinical Services, Inc. 
62p. 

870.1 tOO/Acute Oral Toxicity Pass (25-Jan-2013) 

870.2500/Acute dermal Pass (25..Jan-2013) 
irritation 

870.2400/Acute eye irritation Pass (25-Jan-2013) 

870.1200/Acute dermal toxicity Pass (25-Jan-2013) 

870.2600/Skin sensitization Pass (25-Jan-2013) 
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U.S. !ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Date of Issuance: 
v"'"~os-r.,~ 

'• Number: .;i ~ '(, Office of Pesticide Programs 05/11/2012 

'~~iU) Registration Division {7505Cr 65331-8 
"'~, ~R<:il'i-v" 1200 Pennsylvania Avenue NW Tenn of Issuance: 

Washing! on, D.C. 20450 

NOTICE OF PESTICIDE: 
Conditional 

L_ Registration Name of Pesticide Product: 

Reregistration Tradename for Dogs 
(under FIFRA, as amended) 

r--· 
Nam•:• and Address of Registrant (include ZIP Code): 

Merial Ltd. 
3239 Satellite Blvd. 
Duluth, GA 30096 

-· 
Note: Changes in labellng differing in substance from that accepted in connection with this registration must be submitted to and 

acce:1ted by the Registration Division prior to use of the label in commerce. In any correspondence on this product always refer to the 

abovn EPA registration number. 

-· 
On tf1e basis of information furnished by the registrant, the above named pesticide is hereby registered under the Federal Insecticide, 

Fungicide and Rodenticide Act. 

Regi,.tration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health · 

and I he environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pesticide in accordance 

with ·:1e Act. The acceptance of any name in connection with the registra~on of a product under this Act is not to be construed as giving 

the r•:·gistrant a right to exclusive use of the name or to its use if it has been covered by others. 

Thi~< product is registered in accordance with FIFRA sec 3(c)(7)(A), contingent on the following: 

I. Make the following labeling changes before releasing the product for shipment: 
a. Revise the EPA Registration Number to read: "EPA Registration No. 65331-8". 

f--· 
Sign.01ture of Approving Official: Date: 

SeH page 4 May II, 2012 

Richard Gebken, 
Product Manager (RM 10) 
Ins1:cticide Branch 
Registration Division (MC 7505P) 

:PA F01m 8570-6 
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b. Delete the marketing claim ''Available [through Veterinarians] [from a licensed veterinary 
professional] [from a licensed veterinarian]" 

c. State the "full net contents for multiple packages". 
d. Remove/delete the claim "Kills flea eggs and larvae" throughout label. 
e. Change "mites" to "Sarcoptic mange mites" 
f. State the lower weight limit on blister pack, etc. 
g. Delete the statement "'The killing of fleas and ticks is important in the prevention of disease 

transmission by thest· parasites" 
h. Under the subtitle "Alternate marketing text for carton or insert" (pgs 13 - 18), see mark-up 

conections on the label and revise accordingly. 

2 .. This registration is time-limited and expires'two years from the date this product is first released for 
shipment. 

You must provide the Agency with a projected ·'release for shipment date", in writing within 30 days 
of the date of this Notice of Registration (NOR). The Agency will calculate the expiration date based 
on the projected "release for shipment date" until an actual release for shipment date is provided in 
writing. 

3. Only one basic confidential statement of formula (CSF) will be on file for this product at any time (i.e., 
no alternate formulations or minor formulation amendments will be submitted and/or approved for this 
product, except to allow for alternate sources of any individual inert ingredient). 

4. Submit the following data within the timeframe described below: 
Within sixteen (16) months of the date on this NOR- Guideline Studies OPPTS 830.6320 
(Corrosion Characteristics) and OPPTS 830.6317 (Storage Stability). 

Within twelve (12) months of the date on this NOR- Guideline Study OPPTS 830.1650 
(Description of the formulation process). 

5. You must submit quarterly enhanced incident reports and quarterly sales information in doses sold for 
this product for the quarter that begins on July I, 2012. 

The quarterly reports are due two months after the end of each quarter. Please flag any Confidential 
Business Information CBl) as such. Enhanced incideht reporting should be submitted to the Product 
Manager. Quarterly sales information should be submitted to the Registration Division, Immediate 
Office (attn: Kimberly Nesci). 

The following is a list of information that must be included in the quarterly reports for each incident: 
EPA Registration Number 
Product name (brand name) 
Lot# 
Where purchased: internet, store, Veterinarian 
Active Ingredient(s) 
Weight range for product 
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Date on which incident occurred. (mrn!dd/yyyy) 
State in which the incident occurred. (standard 2 letter abbreviation) 
Registrant case# 

Species: dog, cat, other (specify) 
Breed: (as reported by pet owner) 
Age: months or years 
Sex: M, F, or neutered 
Weight: pounds 

Primary Route of Exposure: dermal, oral, other animal, inhalation, other 
Body System: neurological, dermatological, GI, respiratory, ocular, other Major signs noted 
with separate column for each sign, Using standard terminology 
Time to Onset: (hours, days) 
Treated by veterinarian: yes or no 
First time product used: yes or no 
Misuse: use on incorrect species, overdose, too frequent dosing, other (describe) 
Any known precondition 
EPA Severity Code: death, major, moderate, minor 
Outcome: died, recovered, still treated, unknown 

6. Along with the enhanced incident reporting, you must submit an analysis of all incidents seen, to 
include the following details: 

a. All minor dermal and ocular irritation reports. 
b. Summary table for dogs showing number of incidents of each severity code for each route of 

exposure. Each incident should only be reported once. If one incident has several routes of 
exposure, the order should be ocular> oral> dermal. In other words, an incident with both 
oral and dermal exposure would be reported as oral exposure, and an incident with both ocular 
and oral exposure would be reported as ocular exposure. 

c. A similar summary table for cats (misuse or secondary exposure) showing number of incidents 
of each severity code for each route of exposure. 

d. Summary table for dogs and table for cats showing number of incidents that are believed due to 
secondary exposure (e.g., multi-pet households). 

e. A summary table for dogs showing number of incidents for each severity code for these age 
ranges: <3 months, 3-6 months, 6-9 months, 9-12 months, 1 yr, 2 yr, 3 yr, 4 yr, 5 yr, 6 yr, 7 yr, 
8 yr, 9 yr, 10 yr, 11 yr, 12 yr, 13 yr, 14 yr, 15 yr, >15 yr. 

f. A summary table showing the number of dog incidents for each severity code for each pet 
weight range on the product labeL 

g. A summary table for dog weight showing number of incidents for each product weight range. 
This table should show number of incidents in dogs weighing less than that product weight 
range, number of incidents in dogs in lower half of weight range, number of incidents in dogs 
in upper half of weight range, and dogs weighing more than the product weight range. 

h. Table showing number of incidents for each dog breed. 
1. Table showing number of incidents in dogs for each clinical sign. 
J. Table showing number of incidents in dogs for each organ system. 
k. Report aggregate incidents, but do not combine moderate and minor incidents. 
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"i You must submit and/or cite all data required for registration of your product under FIFRA Section 
3(c)(5) when the Agency requires .all registrants of similar products to submit such data, and submit 
acceptable responses required for re-registration (registration review) of your product under FIFRA 
section 4. 

This NOR was issued with the understanding that you will ensure that the labeling for this product (a) is 
cons is tent with that of the cited me-too product (Effitix Tropical Solution for Dogs; EPA Reg. Nos. 2382-
187)·, and (b) conforms to the mitigation measures stated in the Agency's letter ("Implementation of Label 
Changes to Pet Spot-on Products") to you, dated 09/30/2011. Also, if EPA determines that future mitigation 
measures are necessary for all pet spot-on products, the Agency will infmm all registrants concerned. If 
mitigation measures are necessary, EPA may take regulatory action. 

Copy of the finished labeling must be submitted prior to releasing the product for shipment. If you 
fail r.o comply with the above stated conditions, the registration will be subject to cancellation in 
accordance with FIFRA sec. 6(e) and/or automatically expire. Your release for shipment of the 
product constitutes your acceptance of these conditions. 

A copy of your label stamped "Accepted with Comments" is enclosed for your records. If you have 
any questions concerning this action, please contact me or Dr. B. A Akinlosotu via (703) 605-0653 
or al;.inlosotu. bonaventure @epa.gov. 

Sincerely, 

x{i~L~ CJJL 
Richard Gebken, 
Product Manager (RM 10) 
Insecticide Branch 
Registration Division (MC 7505P) 

Encl(l~ai<CS 

Sramp!d Label 
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Reason to Issue: Product Registration 

Draft Master Label 

Date: 05/09/12 
Supercedes: 10/06/11 

J:ncludes label text for four different applicator sizes corresponding to tour dog weight 
t·anges, and including a lx, 3x and 6x applicator presentation. Due to space limitations 
the layout of the 1x hanging card may differ from the 3x and 6x cartons (NOTE: The lx 
llanging card will not utilize a carton or compliance cards, so all required information 
will be located on the Insert, blister pack or pipette for the lx presentation). Optional 
text appears in brackets. 

(For alternate marketing text to use on carton, insert, or 1X hanging card see pages 13-18) 

(CARTON FRONT PANEL) 

TRADENAMETM for dogs 

[1](3][6] 
monthly 
dose(s) 

(Jhva i Ia ble [th FO ugh vete Firt a ria nsJ:{'ffr<ro>~mrn---.a>-41 ii<c;eecllncSsaedd-.>tvaot<te.rJn a rv fJ rofess 1011 al} [fr~ a 
/ l.-1icenseeJ vetet!ln.aflant 

f:From the makers of FRONTLINE®] 

Picture of 
representative 

size dog 

:Fast-Acting, long-lasting control of fleas, ticks, flee, biting flies and mosquitoes for use on (Dogs 
~i Puppies ONLY 12 weeks or older and up to 22.9 lbs) 
(Dogs ONLY 23- 44.9 lbs) 
(Dogs ONLY 45- 88.9 lbs) 
(Dogs ONLY 89- 132 lbs) 

ICEEP OUT OF REACH OF CHILDREN 
CAUTION 
f:or First Aid and other precautionary statements, refer to product package insert. 

ACTIVE INGREDIENTS 
Fipronil .................................................................. 6.01 °/o 
Permethrin* ........................................................ 44 .88°/o 
OTHER INGREDIENTS ................................. .49.11% 
TOTAL ................................................. , ............ ,, 100. 0°k 

*cis-trans ratio: max. 55%(+/-) cis and min. 45% (+/·)trans 

Contains 1, 3 or 6-[(0.034 fl. oz. (1.0 ml), 0.068 ft. oz. (2.0 ml), 0.135 fl. oz. (4.0 ml), 0.203 ft. 

oz. (6.0 ml)] applicators___. 1\lw:l ~ ~ G<N;t..wti:; ~ ~ ~ F"-1 

[ 

Do Not Use on 
Cats 

Pictogram 
_ ___::_____j 

Page 1 of 18 
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Heason to Issue: Product Registration 

(CARTON BACI< PANEL) 

!lEAD THE ENTIRE LABEL BEFORE EACH USE 

Date: 05/09/12 
Supercedes: 10/06/11 

fi=or the treatment and prevention of Fleas, Ticks, Mosquitoes, Biting Flies, and lice on 
Oogs 

[Repels and kills (fleas) (and) ticks, including Deer ticks (that may transmit Lyme disease), 
J\merican dog ticks (that may transmit Rocky Mountain spotted fever), Brown dog ticks (that 
rnay transmit Ehrlichiosis), and Lone Star ticks (that may transmit hepatozoonosfs)}. 
[Kills ticks which may transmit Lyme disease, canine Ehrlichiosis, Anaplasmosis, Rocky Mountain 
spotted fever, Hepatozoonosis, Babesiosis, or cause tick paralysis]. 

I'RECAUTIONARY STATEMENTS 
liAZARDS TO HUMANS and DOMESTIC ANIMALS 

IIAZARDS TO HUMANS 
Harmful if swallowed. Causes eye irritation. Avoid contact with skin, eyes, or clothing. Wash 
hands thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco, or using the toilet. 

liAZARDS TO DOMESTIC ANIMALS 
F:or external use on dogs ONLY. 

DO NOT USE ON CATS PICTOGRAM 

DO NOT USE ON CATS- IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A 
RECENTLY TREATED DOG, THIS PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS 
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY. 

Do not use on dogs under 12 weeks of age. Individual sensitivities, while rare, may occur after 
using ANY pesticide product. Dogs may experience some temporary irritation at the site of 
product application. If signs of sensitivity occur and persist, bathe your pet with mild soap or 
~;hampoo and rinse with large amounts of water. If signs of sensitivity occur and persist, contact 
.::~veterinarian immediately. If your dog has an unusual reaction to the initial application, consult 
a veterinarian before repeating application. Certain medications can interact with pesticides. 
Consult a veterinarian before using on medicated, debilitated, aged, pregnant or nursing dogs, or 
animals known to be sensitive to pesticide products. Call 1-800-660-1842 for 24-hour 
assistance. 

I>IRECT!ONS FOR USE 
It is a violation of Federal Jaw to use this product in any manner inconsistent with its labeling. Do 
r10t allow chHdren to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE 
lABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR 
RABBITS. DO NOT USE ON OTHER ANIMALS. DO NOT USE ON CATS. 

!=OR EXTERNAL USE ON DOGS ONLY. Do not use on dogs under 12 weeks of age. Do not split 
~1pplicators between dogs. Do not use multiple applicators on one dog. Weigh your dog to be 
s:ure you are applying the right dose formulated for the weight of your dog. Overdosing your dog 
r.:an result in serious illness. Do not bathe your dog within the first 24 hours after the product has 
l:reen applied. 

Page 2 of 18 
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Heason to Issue: Product Registration Date: 05/09/12 
Supercedes: 10/06/11 

(CARTDN BACK PANEL)(Cont'd) 

If your dog is exhibiting signs of and/or is being treated for skin problems, talk to your 
veterinarian before applying any topical flea and tick control product. 

For use in DOGS (12 weeks old or older). To repel and kill fleas, ticks, and mosquitoes; to kill 
l ce and to aid in control of mites; to repel and prevent blood feeding by biting flies. Apply 
monthly according to the following directions: 

Open the child-resistant packaging according to the instructions found on the inside front panel 
c1f the carton. Hold applicator upright away from face and body, snap applicator tip to open. For 
small dogs {12 weeks or older) and weighing up to 22.9 lbs.: Part the dog's hair above the 
~;houlder blades, at the base of the neck. Place the applicator tip just above the skin and 
~,queeze. Apply entire contents of the applicator in a single spot directly onto the dog's skin. Do 
not apply on top of the haircoat. For medium dogs 23-44.9 lbs. or large dogs 44-88.9 lbs.: Apply 
rhe product evenly to three spots on the dog's back, starting between the shoulder blades and 
continuing on to the second and third spots as shown in diagram 3b, squeezing the applicator 
on til empty. For extra-large dogs 89-132 lbs,: Apply the product evenly to four spots on the 
dog's back, starting between the shoulder blades and continuing on to the second, third and 
iourth spots as shown in diagram 3c, squeezing the applicator until empty. Avoid contact with 
treated area until dry. 

Frequency of Application 
Fleas, ticks, (biting and chewing) lice infestations can be controlled with monthly applications of 
TRADENAMErM for Dogs. Biting flies and mosquitoes are (also) repelled by TRADENAMEm for 
Dogs. 
1'RADENAMErM for Dogs can start killing adult fleas within 6 hours and lasts for (up to) a month. 
f.1ppJy monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if re
lnfestation is likely. 
TRADENAMEm for Dogs can kill ticks for (up to) a month. Apply monthly where tick control is 
consistently needed. 
1'RADENAMETM for Dogs can kill biting and chewing lice for (up to) a month. Apply monthly 
where lice control is consistently needed. 
TRADENAMEtM for Dogs aids in (the) control of (sarcoptic mange)/( mite infestations that may 
cause sarcoptlc mange). 
When applled monthly, TIRADENAMErM for Dogs (prevents blood feeding by) (and) (repels) 
biting flies and mosquitoes for up to 4 weeks (a [one] month). Kills mosquitoes for up to four 
\'leeks (a [one] month). 

Wait at least 30 days before re-application ofTRADENAMETM for Dogs. Avoid contact with 
treated area until dry. TRADENAMErM remains effective even after bathing, water immersion, or 
<:xposure to sunlight. 

t1Jerial Limited 
3239 Satellite Blvd. 
f.uluth, GA 30096·4640, USA 

EPA Reg. No. 65331-1 
EPA Est. No. 65331-FR-2 

MADE IN FRANCE 

Page 3 of 18 

Satisfaction 
Guaranteed 

Graphic 

Please call our experts at 
1-800-660-1842 if you have any 
questions or comments about flea, 
tick, mosqwto, biting fly and lice 
control or TRADENAME""'. 

10



Reason to Issue: Product Registration Date: 05/09/12 
Supercedes: 10/06/11 

(CARTON INSIDE FRONT PANEL)(Cont'd) 

~:Instructions for the 3xf6x blister pack): 

!low to Apply TRADENAME'" for dogs 

Pictogram 
indicating how to 
remove applicator 

Pictogram 
indicating how to 
open applicator 

Plctogram 
indicating where to 
apply on the dog 

Questions or Comments? 
c:a!l: 1-S00-660-1842, 
t>fonday-Friday, Sam-Bpm EST 

Step 1. To Remove Applicator: 
Lift and remove the plastic tab to 
expose foil backing; then peel 
away the foil. Or use scissors to 
open. 

Step 2. Open Applicator 
Hold upright with foil side toward 
you and snap applicator tip. 

step 3. Apply Tradename™ for 
dogs 
a) For small dogs (12 weeks or 
older) and weighing up to 22.9 
lbs.: Part the dog's hair above the 
shoulder blades, at the base of 
the neck. Place the applicator tip 
just above the skin and squeeze. 
Apply entire contents of the 
applicator in a single spot directly 
onto the dog's skin. Do not apply 
on top of the haircoat; b) For 
medium dogs 23-44.9 lbs. or 
large dogs 44-88.9 lbs.: Apply the 
product evenly to three spots on 
the dog's back, starting between 
the shoulder blades and 
continuing on to the second and 
third spots as shown in diagram 
3b, squeezing the applicator until 
empty; c) For extra-large dogs 
89-132 lbs.: Apply the product 
evenly to four spots on the dog's 
back, starting between the 
shoulder blades and continuing on 
to the second, third and fourth 
spots as shown in diagram 3c, 
squeezing the applicator until 
empty. Avoid contact with treated 
area until dry. 

Page 4 of 18 
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Reason to Issue: Product Registration 

(INSIDE CARTON FLAPS) 

TRADENAME™ for dogs 

Date: 05/09/12 
Supercedes: 10/06/11 

(Rapidly/Quick/Quickly/Fast Acting)(Starts rapidly killing fleas in (as little as) 6 hours), and kills 
t cks for (up to) a month. 

1"RADENAME'M for dogs provides efficacy against fleas and ticks with a rapid (qu'1ck) onset of 
activity (in) (as little as) (6 hour). [The active ingredients in TRADENAME'M provide for fast 
acting (and long~lasting) control of fleas, ticks, chewing lice and mosquitoes (for at least 30 
days) on dogs.] 

[PICTOGRAMS (icon witl1 slash through)] 
J!,dult Flea 
P.dult Tick 
Tick nymph 
Tick larvae 
Chewing Lice 
f·losquitoes 
E·iting Flies 
Hites 

"i'RADENAME™ is a trademark of Merial. 
@2012 Merial limited, Duluth, GA. 
Jl.ll rights reserved. 

Page 5 of 18 
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Reason to Issue: Product Registration 

(PACKAGE INSERT FRONT) 

·lrRADENAME'M for dogs 
For use ONLY on dogs & puppies 12 weeks or older 

Date' 05/09/12 
Supercedes: 10/06/11 

Convenient, fastwacting, longwlasting spotwon treatment for treatment and control of fleas, ticks, 
mosquitoes, biting flies and chewing Hce 

ACTIVE INGREDIENTS 
Fipronil ................................................................ 6.01 °/o 
Permethrin * ...................................................... .44.88°/o 
OTHER INGREDIENTS ................................ .49.11% 
TOTAL ............................................................... 100.0°/o 
"'cis/trans rat1o: max 55%(±) cis and min 45% (.±)trans 

KEEP OUT OF REACH OF CHilDREN 
CAUTION 

See below for First Aid and Precautionary Statements. 

TRADENAME'M for dogs 
Starts rapidly killing fleas in (as little as) 6 hours, and aU stages of ticks for an entire month, 
including Deer ticks, Brown Dog ticks, American Dog ticks, and lone Star ticks 

• Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, 
Rocky Mountain Spotted Fever, Hepatozoonosis, Babesiosis, or cause tick 
paralysis 

• Kills and repels fleas, ticks, biting flies, chewing lice, and mosquitoes 
• Effectively (Kills)(Stops)(Controls) existing infestations and prevents rewinfestations of 

fleas and ticks 
• Kills adult fleas, flea C!J§S & fica lar'i'ae 
• Kills fleas which may cause flea allergy dermatitis 
• Eliminates infestations with chewing lice 
• Aids in control of sarcoptic mange infestations 
• Can be used on dogs and puppies 12 weeks or older 

DO NOT USE ON CATS 

Do not use on cats 
pictogram 

• [Can also be used on breeding, pregnant and lactating bitches] 
• Fastwacting (in) (as little as) (6 hours) 
• Longwlasting for 1 month against fleas and ticks 
• Waterproof 
• Convenient to use 

f)IRECTIONS FOR USE 
It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Oo 
not allow children to apply product. To prevent harm to you and your dog, read entire label and 
directions before each use. Follow all directions and precautionary statements carefully. For 
E!Xternal use on dogs only. Do not use on cats or rabbits. Do not use on other animals. 
!lO NOT USE ON CATS 

Page 6 of 18 
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Reason to Issue: Product Registration Date: 05/09/12 

-------------------"Supe!cedes: 10/06/11 

(PACKAGE INSERT FRONT)(Cont'd) 

FOR EXTERNAL USE ON DOGS ONLY. Do not use in dogs under 12 weeks of age. Do not split 
pipettes between dogs. Do not use multiple pipettes on one dog. Weigh your dog to be sure you 
are applying the right dose formulated for the weight of your dog. Overdosing your dog can 
result in serious illness. Do not bathe your dog within the first 24 hours after the product has 
been applied. If your dog is exhibiting signs of and/or is being treated for skin problems, talk to 
your veterinarian before applying any topical flea and tick control· product. 

To kill and repel all stages of fleas and ticks, biting flies, mosquitoes and chewing lice apply 
topically to the skin of dogs or puppies (12 weeks or older) as follows: 

(instructions for the 1x hanging card/carton): 

!·low to Apply TRADENAME'" for dogs 

Pictogram indicating how to ] 
remove applicator 

Pictogram indicating how to 
open applicator 

Pictogram indicating where 
to apply on the dog 

Questions or Comments? 
can: 1-soo-660-1842, 
Monday-Friday, 8am-8pm EST 

Step 1. To Open, use scissors to cut 
along dotted line of hanging card, then 
pull apart plastic and remove the 
applicator. 

Step 2. Open Applicator 
Hold upright with fall side toward you 
and snap applicator tip. 

Step 3. Apply TRADENAMET"' for 
dogs 
a) For small dogs (12 weeks or older) 
and weighing up to 22.9 lbs.: Part the 
dog's hair above the shoulder blades, 
at the base of the neck. Place the 
applicator tip just above the skin and 
squeeze. Apply entire contents of the 
applicator in a single spot directly onto 
the dog's skin. Do not apply on toP of 
the haircoat; b) For medium dogs 23-
44.9 lbs. or large dogs 44-88.9 lbs.: 
Apply the product evenly to three 
spots on the dog's back, starting 
between the shoulder blades and 
continuing on to the second and third 
spots as shown in diagram 3b, 
squeezing the applicator until empty. 
c) For extra-large dogs 89-132 lbs.: 
Apply the product evenly to four spots 
on the dog's back, starting- between 
the shoulder blades and continuing on 
to the second, third and fourth spots 
as shown in diagram 3c, squeezing the 
applicator until empty. Avoid contact 
with treated area until dry. 
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Reason to Issue: Product Registration 

(PACKAGE INSERT BACK) 

I'REQUENCY OF APPLICATION 

Date: 05/09/12 
Supercedes: 10/06/11 

A monthly application of TRADENAMETM kills and repels fleas, all stages of ticks, mosquitoes, 
biting flies, and chewing !ice. Do not apply more than once a month. Research demonstrates that 
TRADENAME™ kills adult fleas, flea e~gs, and ~lea !ervae-for up to one month. 
TRADENAME1"'~ remains effect'1ve even after bathing, water immersion 1 or exposure to sunlight. 

I'ESTICIDE STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposal. 
STORAGE. Store unused product in original container only in a coo! dry place, out of reach of 
J:h.ildren and animals. 
I"ESTICIDE DISPOSAL Xf partly filled: Call your local solid waste agency or 1-800-CLEANUP 
ror disposal instructions. Never place unused product down any indoor or outdoor drain. 
CONTAINER DISPOSAL If empty: Nonrefillable container. Do not reuse or refill this 
container. Place in trash or offer for recycling, if available. 

I'RECAUTXONARY STATEMENTS 
HAZARDS TO HUMANS and DOMESTIC ANIMALS 

liAZARDS TO HUMANS 
Harmful if swallowed. Causes eye irritation. Avoid contact with skin, eyes, or clothing. wash 
hands thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco, or using the toilet. 

liAZARDS TO DOMESTIC ANIMALS 
!;or external use on dogs ONLY. Do not use on cats. If ingested by a cat that has actively 
!}roomed a recently treated dog, this product may have serious harmful effects. If this occurs, 
contact your veterinarian immediately. Do not use on dogs under 12 weeks of age. Individual 
!iensitivities, while rare, rnay occur after using ANY pesticide product. Dogs may experience 
!;orne temporary irritation at the site of product application. If signs of sensitivity occur, bathe 
~tour pet with mild soap or shampoo and rinse with large amounts of water. If signs of sensitivity 
occur and persist1 contact a veterinarian immediately. If your dog has an unusual reaction to the 
initial application, consult a veterinarian before repeating application. Certain medications can 
interact with pestiddes. Consult a veterinarian before using on medicated, debilitated, aged, 
pregnant or nursing dogs, or animals known to be sensitive to pesticide products. Cal! 1-800-
1560-1842 for 24-hour assistance. 
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Reason to Issue: Product Registration 

-----------
Date: 05/09/12 

_____________ __,S,_,uctpoc_ercedes: 10/06/11 

(PACKAGE INSERT BACK)(Cont'd) 

FIRST AID 
'iF SWALLOWED: o Call a poison control center or doctor 

immediately for treatment advice. 
o Have a person sip a glass of water if able to 

swallow. 
o Do not Induce vomiting unless told to do so 

by a poison control center or doctor. 
o Do not give anything by mouth to an 

unconscious person. 
IF IN EYES: o Hold eye open and rinse slowly and gently 

with water for 15-20 minutes. 
o Remove contact lenses, if present, after the 

ffrst 5 minutes, then continue rinsing eye. 
o Call a poison control center or doctor for 

treatment advice. 
IF ON SKIN OR CLOTHING: " Take off contaminated clothing. 

" Rinse skin Immediately with plenty of water 
for 15-20 minutes. b • Call a poison control center or doctor for 
treatment advice. 

Have product container or label with you when calling a poison control center or 
doctor or aoina for treatment or calll-800-660-1842 for 24-hour assistance. 

How Supplied 
For easy and convenient application, TRADENAME'M for Dogs is available in sizes for small dogs 
and puppies ONLY 12 weeks or older and up to 22.9 lbs., medium dogs 23-44.9 lbs., large dogs 
45-88.9 lbs., and extra-large dogs 89-132 lbs. 

WARRANTY 
Seller makes no warranty, expressed or implied, concerning the use of this product other than 
indicated on the label. To the extent consistent with applicable law, buyer assumes all risk of use 
and handling of this material when such use and handling are contrary to the label instructions. 

EPA Reg. No. 65331-I 

Merial Limited 
~:239 Satellite Blvd. 
Duluth, GA 30096-4640, USA 

TRADENAME™ is a trademark of Merial. 
Ci)2012 Merlal Limited, Duluth, GA. 
t1H rights reserved. 
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Reason to Issue: Product Registration Date: 05/09/12 

------------------------'Supercedes: 10/06/11 

(COMPLIANCE CARD) 
Tick 

(FRONT) pictogram 

See other side for more Flea eggs, 
Pipette 

pictogram 
larvae, and 

TRADENAME•M for dogs adult flea 
pictogram 

Some tips and other information: 
DO NOT USE ON CATS. ~v+"~ 

I To successfully control flea:,, ticks, chewing lice, mosquitoes, biting flies and mites, 
Chewr ng rtce 

pictogram 

all dogs must be treated with their own dose of TRADENAME•M. A 

P1pply according to label instructions, ensuring the product is applied to the skin. It must be 
applied above the shoulder blades at the base of the neck. Do not apply on top of the haircoat. 
n may be helpful to remove the collar before application, so it doesn't absorb the product. 

Remember, your dog needs to be dry at the time TRADENAME™ is applied and remaini------, 
dry 24 hours after application. 

Verify applicator is empty after applying to your dog. 

Even indoor dogs need flea and tick control because you or other dogs in the household 
rnay bring fleas and ticks into the home. 

Mosquito 
plctogram 

Biting fly 
pictogram 

(BACK) 
Do not use on 

Calendar reminder stickers cats pictogram 

To ensure continued protection of your dog, use these stickers as a reminder to apply andre
purchase TRADENAME•"~. 

Mter treating your pet for the first time, peel off the sticker and place on your calendar that day. 

Place the remaining stickers on your calendar as a reminder to apply TRADENAME•'"' monthly. 

c·on't forget to re-purchase! 

6 months 
Use all 6 stickers 

3 months 

5 stickers that read "Apply 
TRADENAME•M", with the 6th sticker 

"Re-purchase TRADENAME.~" 

QUESTIONS? Contact your veterinarian or call our technical experts at 1-800-660-1842, 
tvlonday-Friday, 8am-8pm. For more information, visit www.TRADENAME™.com 
TRADENAME•M is a trademark of Meriat. 
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Heason to Issue: Product Registration 

(LABEL ON INDIVIDUAL APPLICATOR) 

TRADENAME™ for dogs 

6.01% flpronil 
44.88% Permethrin 

Application to 
dog pictogram 

EPA Reg. No. 65331-I 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

Lot No. 

Do not use on 
cats pictogram 
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F:eason to Issue: Product Registration 

--~-~~-~~~~-~-----

(LABEL ON BLISTER PACK) 

TRADENAMETM for dogs 

(S,M,L,XL) 

Date: 05/09/12 
Supercedes: 10/0fS.L~L 

(For dogs and puppies ONLY 12 weeks or older and up to 22.91bs.) 
(For dogs ONLY 23- 44.9lbs,) 
(For dogs ONLY 45- 88.9 lbs.) 
(For dogs ONLY 89- 132 fbs.) 

Do not remove applicator until ready to use 

EPA Reg. No. 65331~1 

(0.034 fi. OZ.) 
(0.068 fi. oz.) 
(0.135 ft. oz.) 
(0.203 fl. oz.) 

KEEP OUT OF REACH OF CHILDREN · 
CAUTION 

Read the entire label before use 

Lot No. 

'I \li 
\ 
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F:eason to Issue: Product Registration 

-·---------
Date: 05/09/12 
Supercedes: 10/9.§:/11 

Alternate marketing text for carton or insert 

TRADENAMETM for dogs [starts rapidly killing fleas and ticks within 6 hour providing a 
c•:mvenient, effective treatment for fleas and (all stages of) ticks]. TRADENAMET"' kills and 
n!pels fleas, mosquitoes, biting flies, chewing lice, and all stages of ticks; ONLY for (dogs and 
puppies 12 weeks or older and up to 22.9 lbs)(dogs weighing 23 - 44.9 lbs)(dogs weighing 45 -
88.9 lbs)(dogs weighing 89 - 132 lbs). 

(Multiple Infestations] 
• Starts rapidly killing fleas and all stages of ticks (in) (as little as) (6 hours), including 

Deer ticks, Brown dog ticks, American dog ticks, and Lone Star ticks 
.. Kills and repels ticks, mosquitoes an.d biting flies 
• Repels and kills mosquitoes for up to four weeks 
o Kills ticks which may transmit Lyme Disease, can·rne Ehrlichiosis, Anaplasmosis, Rocky 

Mountain Spotted Fever, Hepatozoonosis, Babesiosis, or cause tick paralysis 
" (Kills)(Stops)(Controls) existing infestations and prevents re-infestations of fleas and ticks 
.. Fast-acting, starts krlling fleas and ticks (in)(as little as) (6 hours) 
" Long-lasting for (1 month against ticks)(and)(3 months against fleas) 
" Re-infestation of fleas, ticks and mosquitoes, (biting, chewing) lice and biting flies is 

prevented for a (one) month or longer 

r o 8-way protection against fleas, ticks, tick larvae, tick nymphs, mosquitoes, biting flies, 
~ lice, anj 'mite~ \ '? 

• T.fle ldlllng Gt fleas and tjcks is important ~A-the preveAtion of disease t"Mnsrnission b'f' 
these parasites ... 

[ .. After application, TRADENAME"" spreads t:~aturally over the dog's body to provide (full 
body) (all over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice 

• TRADENAME™ provides ongoing protection against fleas, ticks, mosquitoes, biting flies, 
and chewing lice [for at least one month (30 days)] 

o Effective monthly treatment of fleas and ticks 
• Easy, fast, effective control of fleas and ticks that lasts at least 1 month (30 days) 

I o Using the (patented)(trademark) applicator, TRADENAME™ is specially designed to 
spread naturallrover the dog's body providing effective control of fleas and ticks 

.. Prevents reinfestation (of fleas)(of ticks) for up to one month 
• Monthly treatment is recommended for optimal control and prevention of fleas and ticks 
o Proven treatment technology for (the control of) flea(s)(infestations), (ticks), 

(mosquitoes), (biting flies), (and chewing lice) 
o TRADENAMEm uses (different)(multiple) modes of action to kill 

(ticks)(fleas)(mosquitoes)(chewing lice)(sarcoptic mange mites)(biting flies) 
" For convenient, quick-acting, long-lasting control of fleas, ticks, mosquitoes and lice. 
.. (When) Applied topically on a monthly basis, TRADEN,QlMET"' for Dogs repels and kills 

fleas, ticks and mosquitoes, kills (biting, chewing~ aids in control of mites and repels 
(and inhibits blood feeding) by biting flies and mosqurtoes. 

o TRADENAME™ for Dogs contains the active ingredients fipronil and permethr!n, which 
control infestations caused by fleas, ticks and lice; repel (against) biting flies, and repel 
and kill mosquitoes. 

" Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mosquitoes 
.. Repels and kills fleas and ticks 
" Repels fleas, ticks, biting flies and mosquitoes 
• For the control and prevention of flea [and lice] infestations 
• Flea, tick, (biting and chewing) lice infestations can be controlled with monthly 

applications of TRAOENAME™ for Dogs. 
• Helps to relieve your dog's pa'rn (discomfort) by controlling flea, tick and lice infestations 
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Reason to Issue: Product Registration Date: 05/09/12 
Supercedes: 10/06/11 

" Biting flies and mosquitoes are (also) repelled by TRADENAME™ for Dogs. 
• Monthly application against fleas, ticks and mosquitoes 
• Kills fleas, ticks and mosquitoes for (up to) one month 
• Monthly application is recommended for control and prevention of fleas, ticks and 

mosquitoes 
• Long lasting flea, tick and mosquito control for your pet 
• TRADENAME™ for Dogs Is indicated for the prevention and control of fleas, ticks, 

mosquitoes, and lice on dogs 12 weeks of age and older 
• Kills fleas, ticks, mosquitoes, lice, and aids in control of mites 
• Kills and repels fleas, ticks, and mosquitoes. 1\.: 7 

[Fleas] 
j • Kills Mcl repels aU stages ef fleas 

• Prevents fleas on treated dogs from infesting your home 
" Kills fleas on dogs within (in) (as little as) (6 hour) and continues to prevent infestations 

for a month 

I• Larval flea stages in the dog's environment <surrouf(\d~) ,pre killed following contact 
w;th a TRADENAME'" treated dog -~.£>< VGU!.f Cl:.w.~,e:!-e.-;> . 

• Kills fleas (before they lay eggs) (that may transmit disease, incluQH:\g bartonellosis and 
tapeworm disease) 

• Kills fleas which may cause flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with TRADENAME™ rapidly 
kills fleas and may reduce the incidence of this condition. 

• TRADENAMEr"' kills existing fleas on dogs within (6 hours). 
• Re~lnfesting fleas are killed within (6 hours) with protection against further flea 

infestation lasting at least four weeks. Pre~existing pupae in the environment may 

1 
continue to emerge for six weeks or longer depending upon climatic conditions. 

"'? • --P.epets-emJ-kUls-aH-Ufe-stages ot fleas. 
• Prevents fleas on treated dogs from infesting your home. 
• Kills fleas on dogs within (6 hours) and continues to prevent infestations for a month. 
• Approximately 95% of the flea population in a household infestation are immature flea 

stages that live in the dog's environment 
j • (B.e.g~retects against aU $tages of the flea ltfe cycle 

• May reduce the incidence of flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with TRADENAME1"' rapidly 
kills fleas and may reduce the incidence of FAD 

• TRADENAME™ is useful for dogs susceptible to flea allergy dermatitis (FAD) 
• Regular use of TRADENAMETM breaks the flea life cycle 
• Kills (newly emerged) fleas (before they lay eggs) for up to 12 weeks 
• TRADENAMET"' for Dogs can kill adult fleas in 6 hours (and lasts) for (up to) 12 weeks. 

Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if 
reinfestation is likely. 

• Kills newly emerged adult fleas prior to egg laying 
• Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm) 
• Kills fleas (within 6 hours) that may transmit diseases, lucludilrg bartonellosis, (tularemia) 

(and tapeworm infestations) 
• Kills fleas (w'rthin 6 hours) that may transmit dtseases, illciUc:ilPtg bartonellosis and 

tularemia 
• -B.ap.j.Q. kill of fleas is ir:npor.tant iJ:J the prev'iilntloA ef disei!ISe tlai!SJiiisste~) 

paras iter 
• Acts to kill fleas that may transmit d.«.ieese, soc!1 as bartonellosis and tularemia 
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Reason to Issue: Product Registration Date: 05/09/12 
Supercedes: 10/06/11 

i 

• 
• 
• 
• 

• 
• 
• 
• 
• 
• 
• 
• 
• 

• 
• 
• 

• 
• 
• 
• 
• 

• 
• 
• 
• 

K1Jls fleas that may serve as an intermediate host for tapeworms (Dipylidium caninum) 
Kills fleas that may serve as an intermediate host for cysticercoids of tapeworms 
Kills fleas that may serve as hosts for life cycle intermediates of tapeworms 
Kills (adult) fleas (within 6 hours) that may cause Flea Allergy Dermatitis (FAD) (or) (flea
bite anemia) 
Fleas do not have to bite to die 
Controls highly [irritating] [annoying] [flea] bites 
TRADENAMEm for Dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermatitis) 
Kills adult fleas for up to ~months (12 weeks) 7 . 
Kills fleas ? 
Easy to apply, control of (for) fleas that lasts up to 3 months {12 weeks) -
TRADENAMEm for Dogs kills fleas on your dog - __,__ 
Once a month topical flea control for; dogs 12 weeks of age or older 
TRADENAME'M for Dogs is indicated for the prevention and control of fleas on dogs 12 
wee~s of age and older 
One application prevents further flea infestations for up to (12 week:;) ([three] months) 
Monthly treatment (all year) is mcommended for control and prevention of fleas 
Provides ongoing protection against fleas aAQ the disea~a-rtSfl·dt for tl11ee 
-tis--
Stops existing flea infestations by rapidly killing adult fleas 
Kills fleas before they lay eggs 
Stops existing flea infestations by killing adult fleas 
Prevents [Stops] re-infestations by k!lllng adult fleas (before they lay eggs) 
Treatment with TRADENAME'M rapidly kills fleas which may cause flea allergic dermatitis 
[FAD] or flea bite hypersensitivity 

~ ~7 
Provides flea protection C/'1"') '1&w1" -·--a · 
Use Hea [prevention] [protecrron] year-round 
~ENAME .... for· Dogs cOJrbols flea infestation that may lead-to pai11fulskin ir"rilaUon 
imG-l~te~ 

[Ticks] 

• Kills..aJl.;~l!>S:-?f-tiJ:J;:s,Jr>W~g_dogs. 
• (Rapidfy)(kllls)(ticks)(~.QSG-)(veetors)(which may cause)(which may transmit) 

Lyme disease, (Ehrlichiosis), :Anaplasmosis), (Babesiosis), (Tick Paralysis), (Rocky 
Mountain Spotted Fever), (Southern Tick Associated Rash Illness), and (Hepatozoonosis) 

.. Kills ticks for (up to)(at least) 4 weeks 
o TR.ADENAMEm for dogs rapidly kills all stages of ticks, including deer ticks, brown dog 

ticks .. American dog ticks, and lone star ticks 
• Kills and repels ticks 
o Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, 

ehrlichiosls, hepatozoonosls and heartworm disease. 
• Ticks: TRADENAME'M for Dogs can kill ticks for (up to) a [one] month. Apply monthly 

where tick control is consistently needed. 
o Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and 

Deer ticks (that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, 
ehrlichiosis and anaplasmosis) 

.. Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that 
may transm·rt Rocky Mountain Spotted Fever), Brown dog ticks (that may transmit 
ehrlichiosis), and Lone Star ticks (that may transmit hepatozoonosis) for up to one month 
(4 Wl~eks) 
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~:eason to Issue: Product Registration Date: 05/09/12 
Supercedes: 10/06/11 

• Kills ticks induding Deer ticks (that may transmit Lyme disease), American dog ticks (that 
may transmit Rocky Mountain Spotted Fever), and Brown dog ticks (that may transmit 
ehrlichiosis) for up to one month (4 weeks). 

• Kills Brown dog ticks (Rhipicephalus spp), American dog ticks (Dermacentor variabilis), 
Deer ticks (Ixodes spp) and Lone Star ticks (Amblyomma americanum) for up to one 
month (4 weeks). 

• Kills Amblyomma americanum (Lone Star ticks) for 4 weeks (for up to one month). 
• Monthly application against ticks 

(Mosquitoes and biting flies] 
• Kills mosquitoes 
" Kills mosquitoes for up to (28 days){four weeks) (a (one] month) 
• Repels and inhibits blood feeding by,biting flies and mosquitoes 
" Biting flies and mosquitoes: When applied monthly, TRADENAME™ for Dogs (prevents 

blood feeding by) (and) repels) biting flies and mosquitoes for (up to) 4 weeks (a [one] 
month) 

., Repels and kills mosquitoes for up to four (4) weeks 
• Prevents blood feeding by mosquitoes 
• Repels and prevents (inhibits) blood-feeding by biting flies 
" Repels and kills mosquitoes often before they have a chance to take a blood meal 
" [{Prevents blood-feeding by) (Kills and repels)] mosquitoes 
• Repels biting flies 
" Repels [(annoying){bothersome)(nuisance)] biting flies 
" Inhibits [(annoying){bothersome ){nuisance)] biting flies 
" [(Prevents){inhibits)] blood-feeding by biting flies 
" Kills mosquitoes that may carry heartworm disease 
• Repels and kills mosquitoes (Culex spp, Ochlerotatus spp, Aedes spp) which may be (a) 

vector(s) of heartworm (Dirofilaria immitis) for one month 
" Repels and prevents blood-feeding by biting flies 

[Lice and Mites] 
• {For treatment of)(Treats and controls)(Provides effective control of){For treatment of 

infestations with)(Kills){Stops existing) chewing lice (infestations) 
" Kills chewing lice 
" Lice: TRADENAMETM for Dogs can kill biting and chewing lice for (up to) a [one] month. 

Apply monthly where lice control is consistently needed. 
• Mites: {TRADENAME'" for Dogs) aids in {the) control of mites (that may cause sarcoptlc 

mange) _....~ 
" TRADENAME™ for Dogs aids in {the) control of'fnite infestations {that may cause 

sarcoptic mange). 
• (When applied monthly,) TRADENAME™ for Dogs aids in (the) control of sarcoptic 

• 
• 
• 
• 
• 
• 
• 
• 
• 
• 
• 

mange. 
Aids in {the) control of sarcoptic mange mite infestations 
Kills chewing and biting lice !/.""' ~ 
{Also) Kills lice and aids in control ofmites 
Eliminates infestations with chewing lice 
Aids in control of sarcoptic mange infestations 
Controls existing chewing/biting lice infestations 
Kills [{biting) {chewing)] lice 
For control and prevention of [{biting) (chewing)] lice (infestations) 
Stops existing [{biting) (chewing)] lice infestations 
Prevents and controls [(biting) {chewing)] lice {infestations) 
Provides control of ((biting) (chewing) ] lice (infestations) 
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Reason to Issue: Product Registration 

~ Kills [(biting) (chewing)] lice and prevents further infestations 

Date: 05/09/12 
Supercedes: 10/06/~_!__ 

~ For control and prevention of (infestations with) [(biting) (chewing)] lice 
~ (-Fot: treatme1=1t of)(l~i!ls) sarcoptic mange mite§< 

[Miscellaneous] 
~ TRADENAME1

M is waterproof and remains effective following bathing, shampooing, 
swimming (water immersion) or after exposure to rain or sunlight. 

~ [Can also be used on breeding, pregnant and lactating bitches] 
• Convenient topical treatment for dogs who enjoy the outdoors 
• (Convenient)(to use)(Easy to apply) spot-on application 
.. Pers'1stent (sustained) efficacy through 30 days 
~ Protects for (at least) one month 
o Convenient (easy to apply) topical. treatment (with [patented] applicator)(that allows 

application down to the skin) 
" (Patented) applicator (trademark) for easy application directly to the skin 
~ Quick-drying 
.. For easy and convenient appfi<.ation, TRADENAME'M for Dogs is available in sizes for 

small dogs (12 weeks old or older) and up to 22.9 lbs (0.034 fl oz)(l.O ml), medium dogs 
23-44.9 lbs (0.068 fl oz) (2.0 ml), large dogs 45-88.9 lbs (0.135 fl oz) (4.0 ml), and 
extra-large dogs sg-132 lbs (0.203 fl oz) (6.0 ml). 

o Easy, spot-on (topical) application 
• Guaranteed effective for (at least) one month 

{p ~5q • ~(comblnatlon)(formula for your dog(s))(first six months) 
,_., ~ r-- • Non-greasy 
IJ·~ o (Formulated) for dOgs that (enjoy)(love) the outdoors 

~ Waterproof 
• Tested on puppies from ~2 weeks of age 
o Convenient to use 
• (1)(3)(6) applicator(s) (1.0 ml, 2.0 ml, 4.0 ml, 6.0 ml) 
• (1)(3)(6) applicator(s) (0.034 fl oz, 0.068 fl oz, 0.135 fl oz, 0.203 fl oz) 
• (1)(3)(6) applicator(s) (0.034 ft oz [1.0 mL] (0.068 fl oz [2.0 ml), 0.135 fl oz [4.0 mL], 

0.203 fl oz [6.0 ml]) 
.. (1)(3)(6) applicator(s)(each) containing (0.034 fl oz [l.Oml], 0.068 fl oz [2.0 mL], 

0.135fl oz [4.0 mL], 0.203 fl oz [6.0 mL]) 
• (1)(3)(6) applicator(s) 
• (1)(3)(6) monthly dose(s) [applicat'ron(s)] 
• (1)(3)(6) applicator(s) 
• This product is only for use on dogs 12 weeks of age or older up to 22.91bs (weighing 23 

to 44.9 lbs, weighing 45 to 88.9 lbs, weighing 89 to 132 lbs) 
• Up to 22.9 lbs (weighing 23 to 44.9 lbs, weighing 45 to 88.9 lbs, weighing 89 to 132 lbs) 
• Easy and convenient application(s) 
• Stops existing infestations and prevents establishment of new infestations 
• Convenient topical treatment for dogs 
• Quick onset of activity 
• Persistent efficacy through 30 days 
o Prevents (re- )infestation for one month 
• Once monthly application 
• TRADENAME™ is brought to you by the makers of FRONTLINE® 
• Quick drying, non-greasy 
• (Convenient) (to use) Easy (to apply) spot-on (topical) application 
.. Fr't:I\!JFCMee (odor) f1 ee 
o No noticeable odors 
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r:.eason to Issue; Product Registration Date: 05/09/12 
Supercedes: 10/0.§/11 

.. Easy to use applicator makes treatment simple (trouble free, smooth) and comfortable for 
you and your our pet 

.. Convenient, easy to apply topical solution 

I ·. Convenient, easy to apply an..d-frag1 t'li 1ce ft ee top~~ 
Starts working by (on) contact 

.. (In) child-resistant packaging 
o Convenient (to use), easy to apply (topical solution) 
.. Waterproof (remains effective after bathing and swimming) for up to four weeks (a 

month) (one month) 
.. Remains effective after exposure to sunlight 
.. Remains effective even after bathing, water immersion, or exposure to rain or sunlight 
.. Remains effective even after bathing (and swimming) 
.. Remains effective after exposure to .rain and/or sunlight 
., Still works after bathing, swimming or exposure to sunlight 
., Maintains residual efficacy after bathing and swimming 
o Remains effective after bathing (and swimming) [(for a month) (for one month) (for up to 

four weeks)] 
o For dogs that enjoy the outdoors 
o For indoor and outdoor dogs 
.. Convenient topical treatment for dogs who enjoy the outdoors 
.. Formulated for dogs that love the outdoors 
.. For dogs that enjoy the outdoors 
., ... AvaHabl.s f!'eR'l lice115ed Yeter::lnariilR&
o Illustration of flea life cycle 
.. Illustration of tick life cycle 
o Illustration of mosquito life cycle 
.. Illustration of mite life cycle 
.. Illustration of louse life cycle 
.. Illustration of flea 
., Illustration of tick 
.. Illustration of mosquito 
.. Illustration of mite 
., Illustration of louse 
o Picture or illustration of a dog (or puppy) 
.. Picture or illustration of the Me rial logo 
• Picture or illustration of the primary package (applicators) 
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Reason to Issue: Product Registration 

Draft Master label 

Date: 01/10/13 
Supersedes: 11/19/12 

Includes label text for four different applicator sizes corresponding to four dog weight 
ranges, and including a lx, 3x and 6x applicator presentation. Optional text appears in 
brackets. 

(For alternate marketing text to use on carton and insert, see pages 12-17) 

(CARTON FRONT PANEL) 

CERTISHIELDTM for dogs 
[From the makers of FRONTLINE®] 

Picture of 
representative 

size dog 

[3][6] 
monthly 
dose(s) 

[Fast-Acting, long-lasting control of fleas, ticks, lice, biting flies and mosquitoes for use on (Dogs 
& Puppies ONLY 8 weeks or older and 11-22.9 lbs.)] 
(Dogs ONLY 23- 44.9 lbs.) 
(Dogs ONLY 45- 88.9 lbs.) 
(Dogs ONLY 89- 132 lbs.) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
For First Aid and other precautionary statements, refer to product package insert. 
READ THE ENTIRE LABEL BEFORE EACH USE 

ACTIVE INGREDIENTS 
Fipronil ................................................................. 6.01 °/o 
Permethrin* ......................................................... 44.88°/o 
OTHER INGREDIENTS .................................. .49.11% 
TOTAL ................................................................ . 100.0°/o 

*cis-trans ratio: max. 55%(+/-) cis and min. 45% (+/-)trans 

Net Contents: 1-[0.034 fl. oz. (1.0 ml), 0.068 fl. oz. (2.0 ml), 0.135 fl. oz. ( 4.0 ml), 0.203 fl. 
oz. (6.0 ml)] 
Net Contents: 3-[0.102 fl. oz. (3.0 ml), 0.204 fl. oz. (6.0 ml), 0.405 fl. oz. (12.0 ml), 0.609 fl. 
oz. (18.0 ml)] 
Net Contents: 6-[0.204 fl. oz. (6.0 ml), 0.408 fl. oz. (12.0 ml), 0.810 (24.0 ml), 1.218 fl. oz. 
(36.0 ml)] 

Do Not Use on [1.5 x 1.5 em] Track & Trace 
Cats 

Pictogram DO NOT USE ON CATS 
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Reason to Issue: Product Registration Date: 01/10/13 
Supersedes: 11/19/12 

(CARTON BACK PANEL) 

CERTISHIELD™ for dogs 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS and DOMESTIC ANIMALS 

HAZARDS TO HUMANS 
Harmful if swallowed or absorbed through the skin. causes eye irritation. Avoid contact with 
skin, eyes, or clothing. Wash hands thoroughly with soap and water after handling and before 
eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 
For external use on dogs ONLY. 

DO NOT USE ON CATS PICTOGRAM [1.5 x 1.5 em] 

DO NOT USE ON CATS - IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A 
RECENTLY TREATED DOG, THIS PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS 
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY. 

Do not use on puppies under 8 weeks of age or weighing less than 11 lbs. Individual 
sensitivities, while rare, may occur after using ANY pesticide product. Dogs may experience 
some temporary irritat'ron at the s·rte of product app!icat'ron. If signs of sensitivity occur, bathe 
your pet with mild soap or shampoo and rinse with large amounts of water. If signs of sensitivity 
occur and persist, contact a veterinarian immediately. If your dog has an unusual reaction to the 
initial application, consult a veterinarian before repeating application. Certain medications can 
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged, 
pregnant or nursing dogs, or animals known to be sensitive to pesticide products. Call 1-800-
660-1842 for 24-hour assistance. 

FIRST AID 
IF SWALLOWED: • Call a poison control center or doctor 

immed'rately for treatment advice. 
• Have a person sip a glass of water if able to 

swallow. 
• Do not induce vomiting unless told to do so 

by a poison control center or doctor. 
• Do not give anything by mouth to an 

unconscious oerson. 
IF IN EYES: • Hold eye open and rinse slowly and gently 

with water for 15-20 minutes. 
• Remove contact lenses, if present, after the 

frrst 5 minutes, then continue rinsing eye. 
• Call a poison control center or doctor for 

treatment advice. 
IF ON SKIN OR CLOTHING: • Take off contaminated clothing. 

• Rinse skin immediately with plenty of water 
for 15-20 minutes. 

• Call a poison control center or doctor for 
treatment advice. 

Have product container or label with you when calling a poison control center or 
doctor or qoinQ for treatment or call 1~800~660-1842 for 24~hour assistance. 
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Reason to Issue: Product Registration Date: 01/10/13 
Supersedes: 11/19/12 

(CARTDN BACK PANEL)(CDNT'D.) 

Merial Limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA 

EPA Reg. No. 65331-8 
EPA Est. No. 65331-FR-2 

MADE IN FRANCE 

Page 3 of 17 

Satisfaction 
Guaranteed 

Graphic 

Please call our experts at 
1-800-660-1842 if you have any 
questions or comments about flea, 
tick, mosquito, biting fly and lice 
control or CERTISHIELDTM. 
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Reason to Issue: Product Registration 

(CARTON INSIDE FRONT PANEL) 

DIRECTIONS FOR USE 

Date: 01/10/13 
Supersedes: 11/19/12 

It is a v'1olation of Federal law to use this product in any manner inconsistent with its labeling. Do 
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE 
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR 
RABBITS. DO NOT USE ON OTHER ANIMALS. 
DO NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppies under 8 
weeks of age or weighing less than 11 lbs. Do not split applicators between dogs. Do not use 
multiple applicators on one dog. Weigh your dog to be sure you are applying the right dose 
formulated for the weight of your dog. Overdosing your dog can result in serious illness. Do not 
bathe your dog within the first 24 hours after the product has been applied. 

If your dog is exhibiting signs of andjor is being treated for skin problems, talk to your 
veterinarian before applying any topical flea and tick control product. Do not apply more often 
than once a month. 

For use in DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and 
mosquitoes; to kill chewing lice and to aid in control of sarcoptic mange mites; to repel and 
prevent blood feeding by biting flies. Apply monthly according to the following directions: 

APPLICATION DIRECTIONS 
(Instructions for the 3x/6x Carton): 

How toapJJly 

~,... .... 
rJlm··. 
~,~! 

'-,, ' ' 

TO REMOVE Applicator. 
Prior In opening 
sapara1o 01oblmr 
bytllarlng ;long porfuntion. 

f) TOOP£N, 
w:e scin.ors In cut along 
dotllld lino of singlo b!istor, 
lhen pull ilpartfoil 
and ramovotha app!icatnr. 
OR fold online :ilt comer, 
mar andopn at :slit 
and romovDthOllpplicatnr. 

Step 3: HOLD Applicator Upright away from you and your pet's face, cut applicator tip to 
open. Do not get the product in your dog's eyes or mouth. 
Step 4: Apply CERTISHIELD'" 
Part dog's hair until skin is visible. Place applicator tip directly against exposed skin. For small 
dogs and puppies (8 weeks or older) and weighing 11-22.9 lbs.: Deposit entire contents by 
squeezing the entire applicator contents onto dog's skin, at a single site, between the shoulder 
blades. For medium dogs 23-44.9 lbs. or large dogs 45-88.9 lbs.: Apply the product evenly to 
three spots on the dog's back, starting between the shoulder blades and continuing on to the 
second and third spots, squeezing the applicator until empty. 
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Reason to Issue: Product Registration 

(CARTON INSIDE FRONT PANEL)(CONT'D.) 

Date: 01/10/13 
Supersedes: 11/19/12 

For extra-large dogs 89-132 lbs.: Apply the product evenly to four spots on the dog's back, 
starting between the shoulder blades and continuing on to the second, third and fourth spots, 
squeezing the applicator until empty. Ensure that CERTISHIELD™ for dogs is not applied 
superficially on dog's hair. 

(CARTON INSIDE FLAPS) 

CERTISHIELD™ for dogs 
Repels and kills fleas, ticks, mosquitoes, and biting flies, and kills chewing lice for up to a month. 
Fleas do not have to bite to die. 

CERTISHIELD™ for dogs provides efficacy against fleas and ticks with a rapid onset of activity 
in as little as 6 hours. The active ingredients in CERTISHIELD™ provide for fast acting and long
lasting control of fleas, ticks, chewing lice and mosquitoes on dogs. 

[PICTOGRAMS (icon with slash through)] 
Adult Flea 
Adult Tick 
Chewing Lice 
Mosquitoes 
Biting Flies 
Sarcoptic mange mites 

®FRONTLINE is a registered trademark, and ™CERTISHIELD is a trademark, of Merial. 
©2012 Merial Limited, Duluth, GA. 
All rights reserved. 
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Reason to Issue: Product Registration 

(PACKAGE INSERT FRONT) 

CERTISHIELD'M for dogs 
For use ONLY on dogs and puppies 8 weeks or older 

Date: 01/10/13 
Supersedes: 11/19/12 

Convenient, fast-acting, long-lasting spot-on for treatment and control of fleas, ticks, 
mosquitoes, biting flies and chewing lice 

ACTIVE INGREDIENTS 
Fipronil, .............................................................. , 6.01 °/o 
Permethrin* ........................................................ 44.88°/o 
OTHER INGREDIENTS ................................. .49.11% 
TOTAL ................................................................ 100.0°/o 

*cis/trans ratio: max 55%(±) cis and min 45% (±)trans 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Carton for First Aid and Precautionary Statements. 

CERTISHIELD™ for Dogs 
Repels and kills fleas, ticks, and mosquitoes; repels biting flies and kills chewing lice 

• Repels and prevents blood feeding by biting flies and mosquitoes for up to a month 
• Persistent efficacy through 30 days 
• Effectively stops existing infestations and prevents re-infestations of fleas, ticks and 

chewing lice 
• Rapidly kills ticks which may transmit Lyme disease, Rocky Mountain spotted fever, 

Anaplasmosis, Babesiosis, canine Ehrlichiosis or cause tick paralysis 
• Starts rapidly killing fleas in as little as 6 hours, and ticks for an entire month, including 

Deer ticks, Brown Dog ticks, American Dog ticks, and Lone Star ticks 
• Kills fleas which may cause flea allergy dermatitis 
• Kills fleas that may transmit bartonellosis, turalemia and tapewo.r'r-"m'------------, 
• Repels and kills mosquitoes which may be a vector of 

heartworm (Dirofilaria immitis) for one month 
• Aids in control of sarcoptic mange infestations 
• Can be used on dogs and puppies 8 weeks or older 
• Fast-acting 
• Convenient to use 

DIRECTIONS FOR USE 

Do not use on cats 
pictogram 

DO NOT USE ON CATS 
[1.5 x 1.5 em] 

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do 
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE 
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR 
RABBITS. DO NOT USE ON OTHER ANIMALS. 
DO NOT USE ON CATS 
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Reason to Issue: Product Registration 

(PACKAGE INSERT FRONT)(CONT'D.) 

(Instructions for the 1x blister pack): 

To open. 
use sducm to cut along dotted line of single blister, 

then pull apart !oJI and remove the applicator. 
Or 

fold ooltne at corner~ 
tear and open at sUt and remove the appfkator. 

Date: 01/10/13 
Supersedes; 11/19/12 

(Open the child-resistant packaging according to the instructions found on the inside front panel 
of the carton) 

FOR EXTERNAL USE ON DOGS ONLY. Do not use on dogs or puppies under 8 weeks of age or 
weighing less than 11 lbs. Do not split pipettes between dogs. Do not use multiple pipettes on 
one dog. Weigh your dog to be sure you are applying the right dose formulated for the weight of 
your dog. Overdosing your dog can result in serious illness. Do not bathe your dog within the 
first 24 hours after the product has been applied. If your dog is exhibiting signs of and/or is 
being treated for skin problems, talk to your veterinarian before applying any topical flea and 
tick control product. 
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Reason to Issue: Product Registration 

(PACKAGE INSERT BACK) 

FREQUENCY OF APPLICATION 

Date: 01/10/13 
Supersedes: 11/19/12 

Fleas, ticks, and chewing lice infestations can be controlled with monthly applications of 
CERTISHIELD™ for Dogs. Biting flies and mosquitoes are repelled by CERTISHIELD™ for 
Dogs. 
CERTISHIELD™ for Dogs can start killing adult fleas within 6 hours and lasts for up to three 
months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if 
re-infestation is likely. 
CERTISHIELD™ for Dogs can kill ticks for at feast a month. Apply monthly where tick control is 
consistently needed. 
CERTISHIELD™ for Dogs can kill biting and chewing lice for up to a month. Apply monthly 
where lice control is cons·1stentfy needed. 
CERTISHIELD™ for Dogs aids in the control of sarcoptic mange. 
When applied monthly, CERTISHIELDT"' for Dogs repels and prevents blood feeding by biting 
flies and mosquitoes for up to a month. 

Wait at least 30 days before re-application of CERTISHIELD™ for Dogs. Avoid contact with 
treated area until dry. CERTISHIELD™ remains effective even after bathing, water immersion, 
or exposure to sunlight. A monthly application of CERTISHIELD™ kills and repels fleas, all 
stages of ticks, mosquitoes, biting flies, and chewing lice. Do not apply more than once a month. 
Research demonstrates that CERTISHIELD™ remains effective even after bathing, water 
immersion, or exposure to sunlight. 

PESTICIDE STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposal. 
STORAGE. Store unused product in original container only in a cool dry place, out of reach of 
children and animals. 
PESTICIDE DISPOSAL. If partly filled: Calf your local solid waste agency or 1-800-CLEANUP 
for disposal instructions. Never place unused product down any indoor or outdoor drain. 
CONTAINER DISPOSAL. If empty: Nonrefillable container. Do not reuse or refill this 
container. Place in trash or offer for recycling, if available. 

How Supplied 
For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for small dogs 
& puppies ONLY 8 weeks or older and 11-22.9 lbs., medium dogs 23-44.9 lbs., large dogs 45-
88.9 fbs., and extra-large dogs 89-132 fbs. 

WARRANTY 
Seller makes no warranty, expressed or implied, concerning the use of this product other than 
indicated on the label. To the extent consistent with applicable law, buyer assumes all risk of use 
and handling of this material when such use and handling are contrary to the label instructions. 

Questions or Comments? 
Catt: 1-800-660-1842, 
Monday-Friday, 8am-8pm EST 

EPA Reg. No. 65331-8 

Meriat limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA 

CERTISHIELD™ is a trademark of Merial. 
©2012 Merial Limited, Duluth, GA. 
All rights reserved. 
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Reason to Issue: Product Registration 

(COMPLIANCE CARD) 

(FRONT) 

See other side for more 

CERTISHIELDT.., for dogs 

Some tips and other information: 
DO NOT USE ON CATS. 

Date: 01/10/13 
Supersedes: 11/19/12 

Pipette 
pictogram 

Tick 
pictogram 

Adult flea 
pictogram 

To successfully control fleas, ticks, chewing lice, mosquitoes, biting flies and sarcoptic 
mange mites, all dogs must be treated with their own dose of CERTISHIELD™. 

Chewing lice 
pictogram 

Apply according to label instructions, ensuring the product is applied to the skin. Do not apply on 
top of the haircoat. It may be helpful to remove the collar before application, so it doesn't absorb 
the product. 

Remember, your dog needs to be dry at the time CERTISHIELD™ is applied and remain dry 24 
hours after application. 

Verify applicator is empty after applying to your dog. 

Even indoor dogs need flea and tick control because you or other dogs in the household 
may bring fleas and ticks into the home. 

Mosquito 
pictogram 

Biting fly 
pictogram 

(BACK) 
Do not use on 

Calendar reminder stickers cats pictogram 

To ensure continued protection of your dog, use these stickers as a reminder to apply and re
purchase CERTISHIELD™. 

After treating your pet for the first time, peel off the sticker and place on your calendar that day. 

Place the remaining stickers on your calendar as a reminder to apply CERTISHIELD™ monthly. 

Don't forget to re-purchase! 

6 months 
Use all 6 stickers 

3 months 

5 stickers that read "Apply 
CERTISHIELD™", with the 6th sticker 

"Re-purchase CERTISHIELD™" 

QUESTIONS? Contact your veterinarian or call our technical experts at 1-800-660-1842, 
Monday-Friday, 8am-8pm. For more information, visit www.CERTISHIELD™.com. 

CERTISHIELD™ is a trademark of Merial. 
©2012 Merial Limited, Duluth, GA. All rights reserved. 
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Reason to Issue: Product Registration 

(LABEL ON INDIVIDUAL APPLICATOR) 

CERTISHIELDTM for Dogs 

6.01% fipronil 
44.88% Permethrin 

Date: 01/10/13 
Supersedes: 11/19/12 

ONLY for dogs & puppies (8 weeks or older and 11-22.9 lbs.) 
(23-44.9 lbs.)(45-88.9 lbs.)(89-1321bs.) 

EPA Reg. No. 65331-8 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

Lot No. 

(0.034)(0.068)(0.135)(0.203) fl. oz. 

Do not use on 
cats pictogram 
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(LABEL ON BLISTER PACK) 

CERTISHIELD™ for Dogs 

(0.034 fl. oz.) 
(0.068 fl. oz.) 
(0.135 fl. oz.) 
(0.203 fl. oz.) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

(DOG 22.9)(DOG 44.9)(DOG 88.9)(DOG 132) 

Lot No. 
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Reason to Issue: Product Registration 

Alternate marketing text for carton or insert 

Date: 01/10/13 
Supersedes: 11/19/12 

CERTISHIELD™ for dogs [starts rapidly killing fleas and t'1cks within 6 hours providing a 
convenient, effective treatment for fleas and ticks]. CERTISHIELDTM kills and repels fleas, 
mosquitoes, biting flies, and kills chewing lice; ONLY for (dogs and puppies 8 weeks or older and 
11-22.9 lbs.)(dogs weighing 23 - 44.9 lbs.)(dogs weighing 45 - 88.9 lbs.){dogs weighing 89 -
132 lbs.). 

[Multiple Infestations] 
• Starts rapidly killing fleas {in) (as little as) {6 hours), and kills ticks including Deer ticks, 

Brown dog ticks, American dog ticks, and Lone Star ticks 
• Kills and repels ticks, mosquitoes and biting flies 
• Repels and kills mosquitoes for up to four weeks 
• Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky 

Mountain Spotted Fever, Babesiosis, or cause tick paralysis 
• {Kills){Stops)(Controls) existing infestations and prevents re-infestations of fleas and 

ticks 
• Fast-acting, starts killing fleas {in)(as little as) {6 hours) 
• Long-lasting for {1 month against ticks){and)(3 months against fleas) 
• Re-infestation of fleas, ticks and mosquitoes, {biting, chewing) lice and biting flies is 

prevented for a (one) month or longer 
• After application, CERTISHIELD™ spreads over the dog's body to provide (full body) (all 

over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice 
• CERTISHIELD™ provides ongoing protection against fleas, ticks, mosquitoes, biting flies, 

and chewing lice [for at least one month {30 days)] 
• Effective monthly treatment of fleas and ticks 
• Easy, fast, effective control of fleas and ticks that lasts at least 1 month (30 days) 
• Using the (patented)(trademark) applicator, CERTISHIELD™ is specially designed to 

spread over the dog's body providing effective control of fleas and ticks 
• Prevents reinfestation (of fleas){of ticks) for up to one month 
• Monthly treatment is recommended for optimal control and prevention of fleas and ticks 
• Proven treatment technology for {the control of) flea(s)(infestations), (ticks), 

(mosquitoes), {biting flies), {and chewing lice) 
• CERTISHIELD™ uses (different){multiple) modes of action to kill 

(ticks)(fleas){mosquitoes){chewing lice)(sarcoptic mange mites){biting flies) 
• For convenient, quick-acting, long-lasting control of fleas, ticks, mosquitoes and lice. 
• (When) Applied topically on a monthly basis, CERTISHIELD™ for dogs repels and kills 

fleas, ticks and mosquitoes, kills (biting, chewing) lice, aids in control of sarcoptic mange 
mites and repels (and inhibits blood feeding) biting flies and mosquitoes. 

• CERTISHIELD™ contains the active ingredients fipronil and permethrin, which control 
infestations caused by fleas, ticks and lice; repel (against) biting flies, and repels and kills 
mosquitoes. 

• Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mosquitoes 
• Repels and kills fleas and ticks 
• Repels fleas, ticks, biting flies and mosquitoes 
• For the control and prevention of flea [and lice] infestations 
• Flea, tick, (biting and chewing) lice infestations can be controlled with monthly 

applications of CERTISHIELD™ for dogs. 
• Biting flies and mosquitoes are (also) repelled by CERTISHIELD™ for dogs. 
• Monthly application against fleas, ticks and mosquitoes 
• Kills fleas, ticks and mosquitoes for {up to) one month 
• Monthly application is recommended for control and prevention of fleas, ticks and 

mosquitoes 
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Reason to Issue: Product Registration 

• Long lasting flea, tick and mosquito control for your pet 

Date: 01/10/13 
Supersedes: 11/19/12 

• CERTISHIELD™ for dogs is indicated for the prevention and control of fleas, ticks, 
mosquitoes, and lice on dogs and puppies 8 weeks of age and older 

• Kills fleas, ticks, mosquitoes, lice, and aids in control of sarcoptic mange mites 
• Kills and repels fleas, ticks, and mosquitoes. 

[Fleas] 
• Prevents fleas on treated dogs from infesting your home 
• Kills fleas on dogs within (in) (as little as) (6 hour) and continues to prevent infestations 

for a month 
• Kills fleas (before they lay eggs) (that may transmit bartonellosis and tapeworm disease) 
• Kills fleas which may cause flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly 
kills fleas and may reduce the incidence of this condition. 

• CERTISHIELD™ kills existing fleas on dogs within (6 hours). 
• Re-infesting fleas are killed within (6 hours) with protection against further flea 

infestation lasting at least four weeks. Pre-existing pupae in the environment may 
continue to emerge for six weeks or longer depending upon climatic conditions. 

• Prevents fleas on treated dogs from infesting your home. 
• Kills fleas on dogs within (6 hours) and continues to prevent infestations for a month. 
• Approximately 95% of the flea population in a household infestation are immature flea 

stages that live in the dog's environment 
• May reduce the incidence of flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly 
kills fleas and may reduce the incidence of FAD 

• CERTISHIELD™ is useful for dogs susceptible to flea allergy dermatitis (FAD) 
• Regular use of CERTISHIELD™ breaks the flea life cycle 
• Kills (newly emerged) fleas (before they lay eggs) for up to 12 weeks 
• CERTISHIELD™ for dogs can kill adult fleas in 6 hours (and lasts) for (up to) 12 weeks. 

Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if 
reinfestation is likely. 

• Kills newly emerged adult fleas prior to egg laying 
• Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm) 
• Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm 

infestations) 
• Kills fleas (within 6 hours) that may transmit bartonellosis and tularemia 
• Acts to kill fleas that may transmit bartonellosis and tularemia 
• Kills fleas that may serve as an intermediate host for tapeworms (Dipylidium caninum) 
• Kills fleas that may serve as an intermediate host for cysticercoids of tapeworms 
• Kills fleas that may serve as hosts for life cycle intermediates of tapeworms 
• Kills (adult) fleas (within 6 hours) that may cause Flea Allergy Dermatitis (FAD) (or) (flea-

bite anemia) 
• Fleas do not have to bite to die 
• Controls highly [irritating] [annoying] [flea] bites 
• CERTISHIELD™ for dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermatitis) 
• Kills adult fleas for up to 3 months (12 weeks) 
• Kills fleas 
• Easy to apply, control of (for) fleas that lasts up to 3 months (12 weeks) 
• CERTISHIELD™ for dogs kills fleas on your dog 
• Once a month topical flea control for dogs and puppies 8 weeks of age or older 
• CERTISHIELD™ for dogs is indicated for the prevention and control of fleas on dogs and 

puppies 8 weeks of age and older 
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Reason to Issue: Product Registration Date: 01/10/13 
Supersedes: 11/19/12 

• One application prevents further flea infestations for up to (12 weeks) ([three] months) 
• Monthly treatment (all year) is recommended for control and prevention of fleas 
• Provides ongoing protection against fleas 
• Stops existing flea infestations by (rapidly) killing adult fleas 
• Kills fleas before they lay eggs 
• Prevents [Stops] re~infestations by killing adult fleas (before they lay eggs) 
• Treatment with CERTISHIELD™ rapidly kills fleas which may cause flea allergy 

dermatitis [FAD] or flea bite hypersensitivity 
• Use flea [prevention] [protection] year-round 

[Ticks] 
• Kills all stages of ticks infesting dogs 
• (Rapidly)(kills)(ticks)(which may cause)(which may transmit) Lyme disease, 

(Ehrlichiosis), (Anaplasmosis), (Babesiosis), (Tick Paralysis), (Rocky Mountain Spotted 
Fever), and (Southern Tick Associated Rash Illness) 

• Kills ticks for (up to)(at least) 4 weeks 
• CERTISHIELD™ for dogs rapidly kills all stages of ticks, including Deer ticks, Brown dog 

ticks, American dog ticks, and Lone Star ticks 
• Kills and repels ticks 
• Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, 

ehrlichiosis, and heartworm disease. 
• Ticks: CERTISHIELD™ for dogs can kill ticks for (up to) a [one] month. Apply monthly 

where tick control is consistently needed. 
• Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and 

Deer ticks (that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, 
ehrlichiosis and anaplasmosis) 

• Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that 
may transmit Rocky Mountain Spotted Fever), Brown dog ticks and Lone Star ticks (that 
may transmit ehrlichiosis) for up to one month (4 weeks) 

• Kills Brown dog ticks (Rhipicephalus spp.), American dog ticks (Dermacentor variabilis), 
Deer ticks (Ixodes spp.) and Lone Star ticks (Amblyomma americanum) for up to one 
month (4 weeks). 

• Kills Amblyomma americanum {Lone Star ticks) for 4 weeks {for up to one month), 
• Monthly application against ticks 
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Reason to Issue: Product Registration 

[Mosquitoes and biting flies] 
• Kills mosquitoes 
• Kills mosquitoes for up to (28 days)(four weeks) (a [one] month) 
• Repels and inhibits blood feeding by biting flies and mosquitoes 

Date: 01/10/13 
Supersedes: 11/19/12 

• Biting flies and mosquitoes: When applied monthly, CERTISHIELOTM for dogs (prevents 
blood feeding by) (and) repels) biting flies and mosquitoes for (up to) 4 weeks (a [one] 
month) 

• Repels and prevents blood-feeding by biting flies and mosquitoes for up (one) a month 
• Repels and kills mosquitoes for up to four (4) weeks 
• Prevents blood feeding by mosquitoes 
• Repels and prevents (inhibits) blood-feeding by biting flies 
• Repels and kills mosquitoes often before they have a chance to take a blood meal 
• [(Prevents blood-feeding by) (Kills and repels)] mosquitoes 
• Repels biting flies 
• Repels [(annoying)(bothersome)(nuisance)J biting flies 
• Inhibits [(annoying)(bothersome )(nuisance)] biting flies 
• [(Prevents)(inhibits)] blood-feeding by biting flies 
• Kills mosquitoes that may carry heartworm disease 
• Repels and kills mosquitoes (Culex spp, Och/erotatus spp, Aedes spp) which may be (a) 

vector(s) of heartworm (Dirofilaria immitis) for one month 
• Repels and prevents blood-feeding by biting flies 

[Lice and Sarcoptic mange mites] 
• (For treatment of)(Treats and controls)(Provides effective control of)(For treatment of 

infestations with)(Kills)(Stops existing) chewing lice (infestations) 
• Kills chewing lice 
• Lice: CERTISHIELD™ for dogs can kill biting and chewing lice for (up to) a [one] month. 

Apply monthly where lice control is consistently needed. 
• Sarcoptic mange mites: (CERTISHIELD™ for dogs) aids in (the) control of sarcoptic 

mange mites (that may cause sarcoptic mange) 
• CERTISHIELD™ for dogs aids in (the) control of sarcoptic mange mite infestations (that 

may cause sarcoptic mange). 
• (When applied monthly,) CERTISHIELD™ for dogs aids in (the) control of sarcoptic 

mange. 
• Aids in (the) control of sarcoptic mange mite infestations 
• Kills chewing and biting lice 
• (Also) Kills lice and aids in control of sarcoptic mange mites 
• Eliminates infestations with chewing lice 
• Aids in control of sarcoptic mange infestations 
• Controls existing chewing/biting lice infestations 
• Kills [(biting) (chewing)] lice 
• For control and prevention of [(biting) (chewing)] lice (infestations) 
• Stops existing [(biting) (chewing)] lice infestations 
• Prevents and controls [(biting) (chewing)] lice (infestations) 
• Provides control of [(biting) (chewing)] lice (infestations) 
• Kills [(biting) (chewing)] lice and prevents further infestations 
• For control and prevention of (infestations with) [(biting) (chewing)] lice 
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Reason to Issue: Product Registration 

[Miscellaneous] 

Date: 01/10/13 
Supersedes: 11/19/12 

• CERTISHIELDm is waterproof and remains effective following bathing, shampooing, 
swimming (water immersion) or after exposure to rain or sunlight. 

• Convenient topical treatment for dogs who enjoy the outdoors 
• (Convenient)(to use)(Easy to apply) spot-on application 
• Persistent (sustained) efficacy through 30 days 
• Protects for (at least) one month 
• Convenient (easy to apply) topical treatment (with [patented] applicator)(that allows 

application down to the skin) 
• (Patented) applicator (trademark) for easy application directly to the skin 
• Quick-drying 
• For easy and convenient application, CERTISHIELD1 M for dogs is available in sizes for 

puppies and small dogs ONLY (8 weeks old or older) and 11-22.9 lbs. (0.034 fl. oz.)(LO 
ml), medium dogs 23-44.9 lbs. (0.068 fl. oz.) (2.0 ml), large dogs 45-88.9 lbs. (0.135 fi. 
oz.) (4.0 ml), and extra-large dogs 89-132 lbs. (0.203 fi. oz.)(6.0 ml). 

• Easy, spot-on (topical) application 
• Guaranteed effective for (at least) one month 
• New (combination)(formula for your dog(s))(first six months) 
• Non-greasy 
• (Formulated) for dogs that (enjoy)(love) the outdoors 
• Waterproof 
• Convenient to use 
• (1)(3)(6) applicator(s) (1.0 ml, 2.0 ml, 4.0 ml, 6.0 ml) 
• (1)(3)(6) applicator(s) (0.034 fl. oz., 0.068 fl. oz., 0.135 fl. oz., 0.203 fl. oz.) 
• (1)(3)(6) applicator(s) (0.034 fl. oz. [1.0 ml], 0.068 fl. oz. [2.0 ml], 0.135 fl. oz. [4.0 

ml], 0.203 fi. oz. [6.0 ml]) 
• (1)(3)(6) applicator(s)(each) containing (0.034 fl. oz. [l.Oml], 0.068 fi. oz. [2.0 ml], 

0.135 fl. oz. [4.0 ml], 0.203 fi. oz. [6.0 ml]) 
• (1)(3)(6) applicator(s) 
• (1)(3)(6) monthly dose(s) [application(s)] 
• (1)(3)(6) applicator(s) 
• This product is only for use on dogs and puppies (8 weeks or older and 11-22.9 

lbs.)(weighing 23 to 44.9 lbs.)(weighing 45 to 88.9 lbs.)(weighing 89 to 132 lbs.) 
• Easy and convenient application(s) 
• Stops existing infestations and prevents establishment of new infestations 
• Convenient topical treatment for dogs 
• Quick onset of activity 
• Persistent efficacy through 30 days 
• Prevents (re-)infestation for one month 
• Once monthly application 
• CERTISHIELD™ is brought to you by the makers of FRONTLINE® 
• Quick drying, non-greasy 
• (Convenient) (to use) Easy (to apply) spot-on (topical) application 
• No noticeable odors 
• Easy to use applicator makes treatment simple (trouble free, smooth) and comfortable for 

you and your our pet 
• Convenient, easy to apply topical solution 
• Starts working by (on) contact 
• (In) child-resistant packaging 
• Convenient (to use), easy to apply (topical solution) 
• Waterproof (remains effective after bathing and swimming) for up to four weeks (a 

month) (one month) 
• Remains effective after exposure to sunlight 
• Remains effective even after bathing, water immersion, or exposure to rain or sunlight 
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Reason to Issue: Product Registration 

• Remains effective even after bathing (and swimming) 
• Remains effective after exposure to rain and/or sunlight 
• Still works after bathing, swimming or exposure to sunlight 
• Maintains residual efficacy after bathing and swimming 

Date: 01/10/13 
Supersedes: 11/19/12 

• Remains effective after bathing (and swimming) [(for a month) (for one month) (for up to 
four weeks)] 

• For dogs that enjoy the outdoors 
• For indoor and outdoor dogs 
• Convenient topical treatment for dogs who enjoy the outdoors 
• Formulated for dogs that love the outdoors 
• For dogs that enjoy the outdoors 
• Illustration of flea life cycle 
• I!lustration of tick life cycle 
• Illustration of mosquito life cycle 
• Illustration of mite life cycle 
• Illustration of louse life cycle 
• Illustration of flea 
• Illustration of tick 
• Illustration of mosquito 
• Illustration of mite 
• Illustration of louse 
• Picture or illustration of a dog (or puppy) 
• Picture or illustration of the Meriallogo 
• Picture or illustration of the primary package (applicators) 
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DATA PACKAGE BEAN SHEET 
Date: 19-Dec-2012 

Page 1 of2 

* * * Registration Information * * * 

Registration: 65_3~1 __ -8- TRAOENAME FOR DOGS 

Company: 65331 - MERIAL LIMITED 

Risk Manager: RrvJ10- Richard Gebken- {703) 305-6701 Room# PY1 S-7237 

Risk Manager Reviewer: Driss Benmhend DBENMHEN 

Sent Date: PRIA Due Date: 12-Apr-2013 

Type of Registration: Pr_o_d_uct ~egistration - Section 3 

Decision#: 472190 

DP #: (407731) 

PRIA 

Parent DP #: 

Submission#: 927019 

E-Sub #: 

Edited Due Date: 

Action Desc: (R340) AMENDMENT; NON-FAST TRACK;REV!EW WITHIN RD, E.G. PRECAUTIONARY LA£ 

Ingredients: 109701, Permethrin(44.88%) 

129121, Fipronil(6.01 %) 

* * * Data Package Information * * * 

Expedite: 0 Yes 8 No 

DP Ingredient: 12g121, Fipronil 

109701, Permethrin 

DPTitle: 

CSF Included: 0 Yes • No 

Assigned To 

Date Sent: 19-Dec-2012 

Label Included: 0 Yes • No Parent DP #: 

Date !n Date Out 

Due Back: 

Organization: RD I TRB Last Possible Science Oue Date: 13-Mar-2013 

Team Name: Child Resistant P13,9kaging 

Reviewer Name: Gross, Rosalin? 

Contractor Name: 

* * * Studies Sent for Review * * * 

Printed on Page 2 

Science Due Date: 

Sub Data Package Oue Date: 

***Additional Data Package for this Decision*** 

No Additional Data Packages 

* * * Data Package Instructions * * * 

Hello: 
1 am attaching the Child Resistant Packaging data submitted by Merial in response to the agreement with RD during the meeting held on June 
13,2012. !n addition1o the MRIDs,! am attaching: 
1. The cover letter 
2.Copy of the !abel 

Please review and comment 

Thanks 

Driss 
308-9525 
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DP#: (407731) 

49000901 

49000902 

Page 2 

* * • Studies Sent for Review • • * 

Registration of 
C;~,:h~;;ld:fo;Dogs. Transmittal of 2 Studies. 
Ward, R. (2012) Evaluation of the Fold Over 
Tear or Scissors Blister with Flare 6x (XL) 
Pipette as a Poison Prevention Package for 
Meria\ Limited. Project Number: 13651110. 
Unpublished study prepared by Perritt 
Laboratories, Inc. 27p. 
Ward, R. (2012) Evaluation of the Fold Over 
Tear or Scissors Blister with Flare 1x (L) 
Pipette as a Poison Prevention Package for 
Merial Limited. Proiect Number: 13651111. 
Unpublished study prepared by Perritt 
Laboratories, Inc. 27p. 

Decision#: (472190) 

Pass (05-Dec-2012) 

Pass (05-Dec-2012) 
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21-Day Screen of Amendment 
(Completed by Contractor) 

21-day Expires on ~dun 

Document Part Of: . 65'331-'6 

MRID, If Any: ~ 0.2 oo'J 

Content Screen: Recommended to 
~SSV'Fail 

11-3 Review: ~sedVFailed/NA 

Overall Status: ~Fail 

Document returned to: 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
1200 Pennsylvania Avenue, N.W. 

WASHINGTON, D.C. 20460 

Pnpcrwork Rcdrrc1ion t\Cl Notic;; 1l1e public reponing burden for 1l1iscollcction ofinforlll"lion is estimated lo avernge 1.251rours p<:r response for rcgistrntion 
und 0.251mr,rs p~r rusponsc for rcrugiS!mtion und spi!i:iUI revie\1' ac1ivitics, including ti1n~ for ruading tire iustrucJious ulld completing tire neccssmy fo!!ll5. Send 

i auy 0111cr 1\Spc<:l of dris colleCI ion of information, including suggestio11.s for reducing ~m burden 1o: DirccJor, CollccJion 
1 U.S. Enviroumcnl~l Protection A£cncy, 1200 Pcn115ylvo11ia Avenue, N.W., Wnslrington. DC 20460. Do not send tl1c completed form 

""'''"""""· 
Certificmion 

Appllcanl's/Re~lslranrs Name, Address, and Telephone Number 
Merial Umlled, 3239 Salellile Blvd, Duluth, 

A clive lnoredienlts\ and/or representative lest comooondfs\ 
I fiP~~~~i- + Permelhrln 

Citation ofDa1a 

~~;3~:1slralion NumberfFile Symbol 

Dale 
November 19, 2012 

General Use Pa!lem(s) (list alllhose cl<~imed for I his product usinr< 40 CFR Part 15!1) 
Indoor, non-food use 

Product Name 
CERTISHIELD for dogs 

NOTE: If your product Is a for alllhe same uses on your label, you do no I need lo 
submillhls form. You must submit I ). 

D 

D 

I am responding to a Dala-Call-ln Notice, and have included with lhis1onn a list of companies sent otrers of compensation (lhe Dala Matrix fonn should 
be used for lhis purpose). 

SECTION I; METHOD OF DATA 

1 am using lhe cile-all method of support, and have included with this fonn 
a lisl of companies sent offers of compensation {I he Dala Matrlx fonn 
should be used for lhls purpose}. 

one melhod o~ly) 

I am using the selective mel hod of support (or cite-all option 
under the selective method), and have Included with this form a 
completed list o1 data requiremeniG (the Data Matrix fmm must be 
used). 

SECTION II: GENERAL OFFER TO PAY 

!Required if using I he cile-all melhod or when using I he cile·all option under I he selecllve method lo satisfy one or more data reqolremenlsj 

D 1 hereby offer arK! agree to pay compensation, 10 other persons, wilh regard lo lhe approval of this applle<~llon, lo the exlenl required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certify lhalthis appl!ca~on for reglstr:allon, this fonn for rereglslre!ion, or I his Data-Call-In response is supported by all data sub milled or clled In the 
application for raglslralion, tile form for reregistration, or the Dala-Cal~ln response. In addllbn, If the die-all option orcile-all option under the selective method Is 
indicated In Section I, lhis application is supported by all dala In the Agency's files lhal (1) concern the properties or effects of this product or an Identical or 
subslanllally similar product. or one or more of lhe ingredients In this product: and 12) Is a type of dala that would be required lobe submitied under I he dala 
requirements In effect on the date of approval of this appllcallon If I he application sought I he Initial reglslralion of a product olldentical or simnar composition and 
uses. 

1 certify I hat for each exclusive use study clled In support of this regl~lralion or rereglslrallon, !hall am the original data submlller or lhall have obtained 
the wrillen permission oflhe original data submitter to die lhal study. 

l~rtlfylh"f"'"l ~' ~~~ li il li ~;:~~'"~""'~'"ldy ~·· ~~,.m~··~•~l~l submiller.(bj_}~~-~-~!he. i It 1 'I_:''~!' 1 II 
~on have expired_: i 1 I : )I_! li 1 I y ma1 d I he sludv and ha~e 

amount 1)-i~pay' li 1 I? ;' if any, :~r~~u~~~ ~Y. ~:~.i~~;o~\h~-sludy. ) of FIFRA; I • to dete~ine the 

1 certify 111at In all Instances where an offer of compensation Is required, copies of all offers lo pay compensation and evidence of their delivery In 
accordance with sections 3{c)!1)(F) and/or 3(c)(2)(8) of FIFRA are available and will be submlllad lo the Agency upon rnquesl. Should I fail to produce such 
evidence lo I he Agency upon request, I understand !hall he Agency may lnlllate action 10 deny, cancel or suspend the reoislratlon of my product in confonnily willl 
FIFRA. 

1 cortify that the statements I have made on this 1orm and all attachments to It are true, accurata, and complete. I acknowledge that any 
knowingly false or misleading statllment may be punishable by fino or Imprisonment or both under applicable law. 

loood II only I ~, .. 

Oate 

Nov. 19, 2012 

Typed or Printed Name and Tille 

Timothy A. Dolson, Director 
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, , Prii1t Form 
PfDltltl I"DDd /116trvctiDM On I"Dvtlf'#D bttfDrtl CD rtttJ. • mrm. Fo A roved. OMS No. 2070-0060 

Unltod Stetee ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
l, Company/Product Number 2. EPA Product Manager 3. Proposed Clouificetion 

Merial Limited/65331-8 Richard Gebkin 
0Nono D R11otrictod 

4. Company/Product {Name) PM# 
CERTJSHJELD for doqs 10 

5. Name and Addre*' of AppUcent (Jnclud• ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Metial Limited 
fblfil, my product is similar or identical in composition and labeling 
to: 

3239 Satellite Blvd., Duluth, GA 30096 
EPA Reg. No, 

2382-187 

D Check if this is ll new addross Product Name 
Effitix Topical Solution for Dogs 

Section ·II 

0 Amendment- Explain below, D Final printed label• in responoa to 
Agoncy lottar detod 

D Re~;ubmiosion In raaponso to Agoncy letter dotod D "Ma Toe" Application. 

D Notificotion- Explein below. D Othtr- Explain below, 

Explanation: Use OOditional pegolsllf neceauery. )For section l11nd Section II.) 

Submission of child-resistance and senior adult use effectiveness studies 

Section · ill 
l, Meterial Thi. Product Will flo Packegod In: 

Chl1d-Reliltant P11ckeging Unit Packaging Water Soluble P110kaging 2. Typo of Container tl Yoo" ~Yo• @ v .. 

~f"" No No No 
Ploetic 
Glue 

* Certification must 
If "Yoa" No. par If "Yes" No. per Peper 
Unit Packaging wgt. container Package wgt container Other )Specify) 

btl submitted 6oz. 3and6 I 

3. locetion of Net Contento lnformotion 4. Sizelsl Rota~ Container 5. location of label Oirectione' 

0 ~ Containor 
~On label 

'""" On leloe'lnc -'V'compa'lVinu Pfooouct 

6, Manner in Which Labllllo Affixed to Product = Uthograph 
Papor ft.ll!ld Stonci ed 

ll9 Other Printed -~ 

Section ·IV ·-t. Contact Point {Complt~t• rtoms dirfiCtly be(ow for fdentrficotion of indMdu.r ro b• contoct•d, if noc•$$ary, to Pirh..U thillliPPiiCtltion.) -
Name Titlo 1 YOii.phone N_'l. Prn;lude Areo Codal 
Timothy A. Dotson Director, RA NPD 678-638-3(13 

Certification 8. Dtte A;>pijcotion 

I cortify that the clotomonts I hevo mode on this form and allanachmants thareto are true, accurate and complete. Rac'alved 

I acknnwlodge thet any knowingly faloa or miclaeding ctatemant mey be punislulble by fine or imprisonment or (Stamped) 
both under applicable law. 

2~~;1 
"\ 

~ 
3, Titlo 

/ p Director, RA NPD 

4. Typed Namo _! 5. Date 

/?/11 /; 2_ Timothy A. Dotson 

.. EPA Form 857G-11Rev. B-94) Pre111ous ed1t1on11 oro ob:;:olete, White - EPA FU4I Copy )original) Yollow ·Applicant Copy 
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PRIA 2 - 21 Day Content Screen Review Worksheet 
(EPA/OPP Use Only) 

~! 3/23/09 
21 Day Screen Start Date: /I ~-z._ 
Experts In~ Processing Signature: -c----;-;----"''-')lO:-- Date Fee Paid: Yes ~ 
Division management contacted on issues No Yes 

EPA Reg. Number: b 53 3/ EPA Receipt Date: // ~q;f z._ 

1 

2 

3 

4 

Items for Review 

Application Form (EPA Form 8570-l)(link to fom1) signed & complete 
including package type 

Confidential Statement of Formula all boxes completed, fonn signed, and 
dated Form to 
a) All inerts (link to http:l/www.epa.gov/opprdOOI/ineiis/), 

including fragrances, approved for the proposed uses (see 
Footnote 

Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to 
form) completed and signed (N/A if 100% repack) 

Certificate and data matrix consistent 

If applicant is relying on data that are compensable, is the offer 
to pay statement included. (see Footnote B) 

yes 

fom1) 
and signed (N/ A if source is unregistered or applicant owns the 

no 

Yes No N/A* 

X 
Data Matrix (EPA Form 8570-35) (Link to fonn) both internal and external 
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if!OO% 'I 

5 

6 

Selective Method 

b) Cite-All (Fee category experts use) 

c) Applicant owns all data (Fcc category cxpe1ts use) 

5 Copies of Label (link to http://\vww.epa.gov/oppfeadlllabeling/lrm/) 
(Electronic labels on CD are encouraged and guidance is available)( link to 
http://www.epa.gov/pestlcldes/regulatlng/reglstering/submissions/index.htm#labels 
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7 
Is the data packa2e consistent with PR Notice 86-5 (link to PRN 86-5) l'i 
Notice of Filing (link to 

8 h ttn: //www. en a. gov tnesti cides/ regulating/to lcran ce Qeti tio ns. h tm) included 
with petitions (link to ;x h tto :/ /www .epa. gov /pestic id cs/rcaula tine:! to lc ran ccs.h tm) 

9 If applicable for conventional applications, reduced risk rationale (link to 

f http://www.cpa.gov/opprdOOl/workplan/reduccdriskhtml) 

Required Data (link to 
h tt12 ://www .ena. gov /n:es tici des/regulating/data reguirements.htm) and/or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 

10 
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Comments: S-1-o,,;es p'<oreo( 

4 v.o o o q 

An 
-

f- m q 1/ 

'N/A- Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses. If an 
unapproved inert is identified, the applicant must either I) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information. forms, data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period, otherwise, the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by consulting the inert Web 

3 
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site [link to http://v·IV•/W.epa.gov/opprdOOl/inerts/lists.html] and if the inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS nwnber on this web site. 
Simple typographical errors in the name or CAS number have resulted in processing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
ine1t has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch@epa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http://www .epa.gov/oppbppd 1/biopesticides/contacts bppd.htm]. 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional infonnation such as an alternate name of the inert, CAS number or other 
information [link to http://www.epa.gov/opprdOOl/inerts/tips.pdf] must also be included 
to enable the Agency to determine if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier of the 
mixture or fragrance may need to provide this information to the Agency. Prior to the 
Agency's receipt of an application, applicants must arrange with a proprietary mixture or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
cannot or are not identified or provided within the 21-day content review period, the 
Agency will reject the application. 

During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved Inerts Identified on CSFs 

All applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee of the category identified. 

Conventional New Product Applications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
ine11 approval (R311, R3I2 or R313), it will contact the applicant with the 
following options: 

I. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing docmnentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day content review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21-day 
content-review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

I. Correct the application by, for instance, correcting the spelling or name of the 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the infmmation and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 2I day period. If this option is selected and implemented, the 
Agency will discuss harmor..izing the timeframe for both actions. 

5 
53



3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me-too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R301 or 
A531. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 

6 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHIN GTOI''I, D. C. 20460 

November 27, 2012 

MERIAL LIMITED 
3239 SATELLITE BLVD, BLDG 500, OFFICE 113 
DULUTH, GA 30096-4640 

Report of Analysis for Compliance with PR Notice 11-03 

OFFICE OF CHBvi!CAl SAFETY 
AND POLLUTION PREvENTION 

Thank you for your submittal of 20-NOV-12. Our staff has completed a preliminary analysis 
of the materia!. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of data 
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master 
Record !D's (MR1Ds) assigned to each document submitted. Please use these numbers in all future 
references to these documents. Thank you for your cooperation. If you have any questions 
concerning this data submission, please raise them with the cognizant Product Manager, to whom 
the data have been released. 
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Timothy A. Dotson 
Director 
Regulatory Affairs us 
Tel: 678-638-3713 
Fax: 678-638-3715 

November 19, 2012 

Mr. Richard Gebken 
Registration Division 
Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

49000900 

SUBJECT: CERTISHIELD™ for dogs, EPA Reg. No. 65331-8 

3239 Satellite Blvd. 
Duluth. GA 30096 
Tel 678 638 3000 

Submission of New Child-Resistance and Senior-Adult Use Effectiveness 
Data 

Dear Mr. Gebken: 

Merial is hereby submitting child-resistance (CR) and senior-adult use effectiveness 
studies (SAUE) for CERTISHIELD for dogs, in response to the agreement in the EPA 
meeting with you and Ms. Rosalind Gross held on 13Jun12, and in the EPA letter dated 
03Aug12 (attached). Based on the agreements in the meeting, Merial is providing the 
following studies1

: 

• Perritt contract No. 1365-111: Child-Resistance Effectiveness test for 4 ml size 
pipette filled with water in a single pouch with the same Senior Adult 
Effectiveness (SAUE) directions used in testing EPA Reg. No. 65331-7 

• Perritt contract No. 1365-111: Senior Adult Effectiveness test for 4 ml size 
pipette filled with water in a single pouch with the same Senior Adult Use 
Effectiveness (SAUE) directions used in testing EPA Reg. No. 65331-7 

• Perritt Contract No. 1365-110: Child-Resistance Effectiveness test for 6 ml size 
pipette filled with water as two "three pouch cards" (6x) with the same Senior 
Adult Effectiveness (SAUE) directions used in testing EPA Reg. No. 65331-7 

• Perritt contract No. 1365-110: Senior Adult Effectiveness test for 6 ml size 
pipette filled with water as two "three pouch cards" (6x) with the same Strti,Jr 
Adult Use Effectiveness (SAUE) directions used in testing EPA Reg. No. 65331-7 

The following table summarizes the results of all 4 studies: 

Test Study No. Presentation Size r~-~--% 
. ~~-J;ffectiv~ry~~ 

CRE 1365-111 1x 4ml 36." --
SAUE 1365-111 1x 4 m/ ::16.0 
CRE 1365-110 6x 6 ml 98.0 
SAUE 1365-110 6x 6 m/ 99.0 --

1 Derived from 13Jun12 meeting minutes; not actual study titles. 

Meriatlimitl!d is a company limited by shares registe1ed in England and Wales {registered numbu 33327511 with a regis!!! red office at PO Box 321 
Sand ring ham House, Sandringham Avenue. Harlow Business Park.llarlow, Essex CMt9 5QA. England, and domesticated in Delaware. USA as MerialllC. 57



Although Merial requested registration of a 1x hanging card, we are hereby withdrawing 
that presentation for this product. Merial will only launch the 3x and 6x pipette 
presentations. 

All 4 studies passed and provided high scores (2::96.0%) for both child-resistance and 
senior-adult use effectiveness. Based on these results, Merial believes the data is 
sufficient to "bridge" to the remaining presentations and sizes, which include the 3x 
presentation (all sizes: 1, 2, 4 and 6 ml), and the 1, 2 and 4 ml sizes of the 6x 
presentation. 

In addition to the changes necessitated by the new CR/SAUE studies for instructions for 
opening, we have also made the following changes to the Master and facsimile labels in 
conformance with the registration letter and label comments (11May12), and the latest 
EPA-approved label for EFFITIX for dogs (dated 28Aug12; EPA Reg. No. 2382-187). We 
have also incorporated changes based on the EPA's Spot-On Advisory: 

• Removed the statement, "Available [through veterinarians][from a licensed 
veterinary professional][from a licensed veterinarian]; 

• Added a placeholder for a Track & Trace 2-D data matrix used to track product 
inventory; 

• Added Net Contents to the label; 
• Reconfigured the label so that critical information such as precautionary 

statements and First Aid can be visualized more easily-placing this information 
on the back of the primary carton. 

o This necessitated moving other information to other parts of the labeling, 
but only when in compliance with the Label Review Manual; 

• Deleted all references that pertain to immature flea stages; 
• Added "sarcoptic mange mites" to all references of mites; 
• Removed all references to Hepatozoonosis; 
• Changes made in relation to the revised EFFITIX for dogs (EPA Reg. 2382-1787) 

label: 
o Changed the Small dog weight range to conform to the latest EFFITIX for 

dogs label (EPA Reg. No. 2382-187), from "Up to 22.9 lbs." to "11-22.9 
lbs.". This is also in conformance with the EPA's spot-on advisory; 

o Included the new age limit of 8 weeks or older for dogs and puppies; 
• Updated other aspects of the labeling to conform to the EPA's spot-on advisory; 
• Added approved marketing text on label; and, 
• Other grammatical changes as needed. 

Please note that the latest version of the Master text label submitted to Bonaventure 
Akinlosotu was dated 10May12. A copy of this label is being provided in this submission. 

Volume 1 of this submission includes a cover letter, copy of the Application form l8570-
1) and PRIA check, Transmittal Document, Data Certification form, Data Matrix, a :~:lj
resistant packaging (CRP) certification statement for all presentations c.nd s'1zes, 1 copy 
of the current Master text label (dated 10May12), 5 copies of the revised MastPr text 
label (including 1 highlighted copy2

) with the updated section on InstructiC:ns for O;Je'r!ing 
and other changes consistent with the EPA's spot-on advisory (version dated 19Nc·J1:!), 
1 copy of the Master facsimile labeling representing each size (S, M, :_ dnd XL/ tlild 
presentation (Note: only the 3x presentation will be launched at this tirl"'f'~),. and 3 co~ies 
of each final study report. 

2 Note: Deleted text not highlighted. 
3 The final printed labeling for all sizes and presentations will be submitted prior to launch. 
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Merial anticipates that this submission will have PRIA category R340, AMENDMENT 
REQUIRING DATA REVIEW WITHIN RD {E.G., CHANGES TO PRECAUTIONARY LABEL 
STATEMENTS). This category provides for a 4-month statutory review time. A fee of 
$3,617 is being remitted now in the form of a check payable to the US EPA. A copy of 
the check is included in this submission. 

Thank you for your assistance in this matter. Please call me at 678-638-3713 (email at 
Timothy.Dotson@Merial.com) if you have any questions regarding this submission. 

Sincerely, 

~ 

~~ 

Timothy A. 
Director 
Regulatory Affairs NP US 
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Submitter: 

TRANSMITTAL DOCUMENT 

Merial Limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640 

Regulatory Action: Submission of New Child-Resistance and Senior-Adult Use 
Effectiveness Studies for EPA Reg. No. 65331-8 

Transmittal Date: November 19 1 2012 

List of Submitted Volumes: 

VOLUME Guideline TITLE MRID NO. 

1 of 4 NA Administrative Materials 

2 of 4 NA Transmittal Document 

3 of 4 40 CFR PART 157, Perritt Contract No, 1365-110: 
SUBPART B Evaluation of the Fold Over Tear or 49000901 

Scissors Blister with FlARE 6x (XL) 
Pipette as a Poison Prevention Package 
for Merial Limited 

4 of 4 40 CFR PART 157, Perritt Contract No. 1365-111: 
SUBPART B Evaluation of the Fold Over Tear or 49000902 

Scissors Blister with FLARE lx (L) 
Pipette as a Poison Prevention Package 
for Merial Limited ' -

Company Official: 0T~i m=ot.,h,yc_A,._, ,.,O,o;;ts,_,o,_n,___~=~-/~ A J ~ k--, / / 'l /tnl I L 
Name Signatur,~e ' 

Company Name: Merial Limited 

Company Contact: Timothy A. Dotson 678-638-3713 
Name Phone 

Email: timothy.dotson@merial.com 

Page 2 of 2 60



Application Deficiency (65331"8) 
Tracy Jackson to: Timothy.Dotson 

Frorn: Tracy Jackson/DC/USEPA/US 

To Timothy.Dotson@Merial.com 

Dear Mr. Dotson, 

11/28/201210:45AM 

Jam con1acting you regarding your submission of Certishield for Dogs (65331 ~8). There was a deficiency 
found in the application packet. 

Application Deficiency : 

-On the Certification with Respect to Citation of Data (form 8570-34), under Section r: Method of Data 
Support. The box on the right should be checked. 

Please send a corrected form1o jackson.tracy@epa.gov 

If you have any questions I can be reached at 703-308-7227 

Thank you 

Tracy Jackson 
Macfadden/EPA Contractor 
2777 S. Crystal Drive 
Arlington, VA 22202 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

November 21,2012 

OPP Decision Number: D-472190 
EPA File Symbol or Registration Number: 65331-8 
Product Name: TRADENAME FOR DOGS 
EPA Receipt Date: 20-Nov-2012 
EPA Company Number: 65331 
Company Name: MERIAL LIMITED 

DR. KAREN C. CUNNINGHAM 
MERIAL LIMITED 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

HEAD, REGULATORY AFFAIRS UFECYCLE MANAGEMENT US 
3239 SATELLITE BLVD, BLDG 500, OFFICE 113 
DULUTH, GA 30096-4640 

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee 

Dear Registrant 

The Office of Pesticide Programs has received your amendment and certification of 
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will 
be communicated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: R340 

AMENDMENT;NON-FAST TRACK;REVJEW WITHIN RD, E.G. PRECAUTIONARY 
LABELING; 

No additional payment is due at this time. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-9362. 

~~ 
lront End Processing Staff 
Infonnation Technology & Resources Management Division 
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IFee for Service! 
j( 

{9270191-

I This -p~~~ka~~includes the fo~l~~i~~--- I for Division 

0 New Registration 

@Amendment 

0 AD 
0 BPPD 
@RD 

---------- ---

· 21 Studies? Fee Waiver? 
Risk Mgr. []QJ 

volpay % Reduction: __ 
l_ --------- - ·~=---=-::_:,--- - ----- ________________ j J Receipt No. -- S- ~~ ====9=27=0=1=9~ ----------------

- EPA File Symbol/Reg. No. ~~ ~65::::::3~3=1-~8==:::; 
Pin-Punch Date: I 11/20/2012 

'----- ----------------- -- ----------------------------------------------- ----------------- ____________________ ] 

c This item is NOT subject to FFS action. 

~---Actiurreucte:-------1 Parenvct1ilc:J5eCiSions_:_' 

' Requested: I 12-'SL{U I . 
. Granted: I f-3 v(O I 

I Amooot ::~t~{, ll 11)_ .. · -~~ __________________________ _ 
191 Inert Clear to jlnt nded Use C3J Uncleared Inert in Prfduct 

Reviewer:._----\,L/--'-L_,_-------\,4--L.L__l__"-;_:____ Date: i { (zr/;z___ 
Remarks: 
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RegUlatOry -Type; 'JProduct_'Re~i~s'ecl:To;;J-$~ Fee For 'Service: !:::fes- f! fi!CLJ 
A'pJlljc-~ion:~Ype:'JA~-n~ment -_-:-~·~~~~"'0~f __ -B-illable;, f. Ves :(""'No 

- , -co~~~~;lss33t~:r;IE'ffiA~, L~~~ED 
' ', ' > ,, ' ' ' "'" 

·.YJ· 
__ Ri'skMan'ag'er: ~~-:nr--~~'~-c::J 

--_-- ---p~oduci:~:: '-~,:t!LB-_:-- -, -:<J pr~-d~ NiuM,i If~-~-D~_;Mt~OR DOGS~~-

<Me-ToO, ··f'~~~~~~. 
secli_arl3: 

-:-:--~~nc~ion~'ate; pe-Nov-2012 :~ --, OPPRec~vdDme: 
Fr0rii: End Date: :po-N~-2012 !!a! -Risl( M&nsger ~nd Date; 

FfS Dl.le Date: -~ _-:=1 l'!egotiated Due Date: 

<QPp Target Date: 

'r1i:'J::X: r 
Receipt Description: 

r 

ubmission of child-resistance and senior t:~dult use effectiveness studies 

I 

Print Letter 

Enter More Information 

Tracking 
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Vendor Name ENVIRONMENTAL PROTECTION 
AGENCY 

MERIAL LIMITED 
115 Trans Tech Drive 
Athens, GA 30601 Check Date 09-Nov-2012 Vendor Number 6830 

lo.oloe lovoloe D"e I 

06-Nov-2012 RE: FLARE CRISAUE data 0.00 

F;',A I( .z?. ,v • . ?5>>1- ~ 

MERIAL LIMITED 
115 Trans Tech Drive 
Athens, GA 30601 
(706) 548·9292 

TOTAL 

Pay Three Thousand Six Hundred Seventeen and 00/100 Dollars**••• .... • 

To The 
cOt 

ENVIRONMENTAL PROTECTION AGENCY 
US BANK GOVERNMENT LOCKBOX 979074 
1005 CONVENTION PLAZA SL-MO-C2-GL 
ST LOUIS, MO 63197 

Check Number 

Clt!bank, N.A. 
Ooo Pe~n·s Way 

New C~l!e DE 19720 

Check Date 

09-Nov-2012 

0.00 

569838 

02·20 

'" 
Check Amount 

......... $3,617.00 

A S1 0,000.00 REQUIRE TWO SIGNATURES 

3,617.00 

' 
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Timothy A. Dotson 
Director 
Regulatory Affairs US 
Tel: 678-638-3713 
Fax: 678-638-3715 

November 19, 2012 

Mr. Richard Gebken 
Registration Division 
Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

SUBJECT: CERTISHIELD™ for dogs, EPA Reg. No. 65331-8 

3239 Sateltite Blvd. 
Duluth. GA 30096 
Tel 678 638 3000 

Submission of New Child-Resistance and Senior-Adult Use Effectiveness 
Data 

Dear Mr. Gebken; 

Merial is hereby submitting child-resistance (CR) and senior-adult use effectiveness 
studies (SAUE) for CERTISHIELD for dogs, In response to the agreement in the EPA 
meeting with you and Ms. Rosalind Gross held on 13Jun12, and in the EPA letter dated 
03Aug12 (attached). Based on the agreements in the meeting, Merial is providing the 
following studies1 : 

• Perritt Contract No, 1365-111: Child-Resistance Effectiveness test for 4 ml size 
pipette filled with water in a single pouch with the same Senior Adult 
Effectiveness (SAUE) directions used in testing EPA Reg. No. 65331-7 

• Perritt Contract No. 1365-111: Senior Adult Effectiveness test for 4 ml size 
pipette filled with water in a single pouch with the same Senior Adult Use 
Effectiveness (SAUE) directions used in testing EPA Reg. No. 65331-7 

• Perritt Contract No. 1365-110: Child-Resistance Effectiveness test for 6 ml size 
pipette filled with water as two "three pouch cards" (6x) with the same Senior 
Adult Effectiveness (SAUE) directions used in testing EPA Reg. No. 65331-7 

• Perritt Contract No. 1365-110: Senior Adult Effectiveness test for 6 ml size 
pipette filled with water as two "three pouch cards" (6x) with the same:sef:ior 
Adult Use Effectiveness (SAUE) directions used in testing EPA Reg. No. 65331-Z 

The following table summarizes the results of all 4 studies: 

Test Study No. Presentation Size . ";,A·-;:--~-
] ~ 0 0 

, ,.J!(tectiva~~~~~ 
CRE 1365-111 1x 4 ml ~6.Q . 
SAUE 1365-111 1x 4 ml . 98.0 . 0 

CRE 1365-110 6x 6 ml 98.0 '-~'-'"" 
' 

SAUE 1365-110 6x 6 ml 99.0 '' __:._ 
' .. 

1 Derived from 13Jun12 meeting minutes; not actual study titles. 

Me rial Limittd is a tompany limited by shares register&d in England and Wales !registered nwnber33327511 will! a register&!~ offite atPD Box 327 
Sandringham House, Sandringham Avenue, llarlow Business Park.llarlow, Essex CM19 50A. England, and dormlitaled in Delaware. USA as MeriallLC. 66



Although Merial requested registration of a 1x hanging card, we are hereby withdrawing 
that presentation for this product. Meriaf will only launch the 3x and 6x pipette 
presentations. 

All 4 studies passed and provided high scores (~96.0%) for both child-resistance and 
senior-adult use effectiveness. Based on these results, Merial believes the data is 
sufficient to "bridge" to the remaining presentations and sizes, which include the 3x 
presentation (all sizes: 1, 2, 4 and 6 mf), and the 1, 2 and 4 mf sizes of the 6x 
presentation. 

In addition to the changes necessitated by the new CR/SAUE studies for instruct'1ons for 
opening, we have also made the following changes to the Master and facsimile labels in 
conformance with the registration letter and label comments (11May12), and the latest 
EPA-approved label for EFFITIX for dogs (dated 28Aug12; EPA Reg. No. 2382-187). We 
have also incorporated changes based on the EPA's Spot-On Advisory: 

• Removed the statement, "Available [through veterinarians][from a licensed 
veterinary professionaf][from a licensed veterinarian]; 

• Added a placeholder for a Track & Trace 2-D data matrix used to track product 
inventory; 

• Added Net Contents to the label; 
• Reconfigured the label so that critical information such as precautionary 

statements and First Aid can be visualized more easily-placing this information 
on the back of the primary carton. 

o This necessitated moving other information to other parts of the labeling, 
but only when in compliance with the Label Review Manual; 

• Deleted all references that pertain to immature flea stages; 
• Added "sarcoptic mange mites" to ail references of mites; 
• Removed all references to Hepatozoonosis; 
• Changes made in relation to the revised EFFITIX for dogs (EPA Reg. 2382-1787) 

label: 
o Changed the Small dog weight range to conform to the latest EFFIDX for 

dogs label (EPA Reg. No. 2382-187), from "Up to 22.g lbs." to "11-22,g 
/bs.". This is also in conformance with the EPA's spot-on advisory; 

o Included the new age limit of 8 weeks or older for dogs and puppies; 
• Updated other aspects of the labeling to conform to the EPA's spot-on advisory; 
• Added approved marketing text on label; and, 
• Other grammatical changes as needed. 

Please note that the latest version of the Master text label submitted to Bonaventure 
Akinfosotu was dated 10May12. A copy of this label is being provided in this submission. 

Volume 1 of this submission includes a cover fetter, copy of the Application form l8570-
1) and PRIA check, Transmittal Document, Data Certification form, Data M~~rix, a :!1:/j
resistant packaging (CRP) certification statement for all presentations c..nd sizes, 1 copy 
of the current Master text label (dated 10May12), 5 copies of the revised MastPr text 
label (including 1 highlighted copy2 ) with the updated section on Instructicns for O;:>ening 
and other changes consistent with the EPA's spot-on advisory (version datEd 19Nc·J1:Z), 
1 copy of the Master facsimile labeling representing each size (S, M, :_ and XL) iJild 
presentation (Note: only the 3x presentation will be launched at this tiiT'P3),. and 3 copies 
of each final study report. 

2 Note: Deleted text not highlighted. 
3 The final printed labeling for all sizes and presentations will be submitted prior to launch. 
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Merial anticipates that this submission will have PRIA category R340, AMENDMENT 
REQUIRING DATA REVIEW WITHIN RD (E.G., CHANGES TO PRECAUTIONARY lABEL 
STATEMENTS). This category provides for a 4-month statutory review time. A fee of 
$3,617 is being remitted now in the form of a check payable to the US EPA. A copy of 
the check is included in this submission. 

Thank you for your assistance in this matter. Please call me at 678-638-3713 (email at 
Timothy.Dotson@Merial.com) if you have any questions regarding this submission. 

Sincerely, 

~ 

~~ 

Timothy A. 
Director 
Regulatory Affairs NP US 
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Submitter: 

TRANSMITTAL DOCUMENT 

Merial Limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640 

Regulatory Action: Submission of New Child-Resistance and Senior-Adult Use 
Effectiveness Studies for EPA Reg. No. 65331-8 

Transmittal Date: November 19, 2012 

List of Submitted Volumes: 

VOLUME Guideline TITLE MRID NO. 

1 of 4 NA Administrative Materials 

2 of 4 NA Transmittal Document 

3 of 4 40 CFR PART 157, Perritt Contract No. 1365-110: 
SUBPART B Evaluation of the Fold Over Tear or 

Scissors Blister with FlARE 6x (XL) 
Pipette as a Poison Prevention Package 
for Merial Limited 

4 of 4 40 CFR PART 157, Perritt Contract No. 1365-111: 
SUBPART B Evaluation of the Fold Over Tear or 

Scissors Blister with FlARE lx (L) 
Pipette as a Poison Prevention Package 
for Merial Limited • 

~ 

Company Official: Timothy A. Dotson 
Name 

Company Name: Merial Limited 

Company Contact: Timothy A. Dotson 678-638-3713 
Name Phone 

Email: timothy.dotson@merial.com 

Page 2 of 2 
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Form Approved OMS No. 2070-0060 i 
. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W, 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, QPPE lnformallon Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date November 19, 2012 EPA Reg. No./File Symbol 65331-8 Page I of I 

Applicanl's!Registrant's Name & Address Product 

Melia! Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELDT"' fordogs 

Ingredient : Fipronil + Perrnethrin 

Guideline Reference Number Guideline Study Name MR!D Number Submitter Status Note 

40 CFR PART 157, SUBPART B CRfSAUE TESTING -1x {L) MERIAL OWN 

40 CFR PART 157, SUBPART B CR!SAUE TESTING- 6x {XL) MERIAL OWN 

; .. . . " 
·~·-~-· " " 

" .... " 
" " 

.• ~ ~ "'"'•"' ~ 

"'"'" A"' A', " ~ ,. ~. "." ..• ·---· " 

" .. " " . " . 
Signature ), ~ 

Name and Tille Date 

- 1/1 Timothy A. Dolson, Director, Reg. Affairs US 1:'-/!'l//L 
I:Dll !:n..,.,P..<;7n <t.<; 10 71 !:lo,...rnnlr- <onrl O<ono>r"'"""';nn<> """'ll<ohl.:. ~uhm;t nnlv P<ont><Vt><<>;nn Am•n"v lnt.>rn:ollJ.c;e Conv 

70



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any other aspect of this collection 
of infonnatlon, including suggestions for reducing the burden to: Director, OPPE !nfonnation Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 
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Reason to Issue: Product Registration Date: 11/19/12 
Supersedes: 05/10/12 

Draft Master Label 
Includes label text for four different applicator sizes corresponding to four dog weight 
ranges, and including a 3x and 6x applicator presentation. Optional text appears in 
brackets. 

(For alternate marketing text to use on carton and insert, see pages 11-16) 

(CARTDN FRDNT PANEL) 

CERTISHIELDTM for dogs 
[From the makers of FRONTLINE®] 

Picture of 
representative 

size dog 

[3][6] 
monthly 
dose(s) 

[Fast-Acting, long-lasting control of fleas, ticks, lice, biting flies and mosquitoes for use on (Dogs 
& Puppies ONLY 8 weeks or older and 11-22.9 lbs.) 
(Dogs DNLY 23-44.9 lbs.) 
(Dogs DNLY 45- 88.9 lbs.) 
(Dogs DNLY 89- 132 lbs.) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
For First Aid and other precautionary statements, refer to product package insert. 
READ THE ENTIRE LABEL BEFORE EACH USE 

ACTIVE INGREDIENTS 
Fipronil ................................................................. 6.01 °/o 
Permethrin* ......................................................... 44.88°/o 
OTHER INGREDIENTS ................................... 49.11% 
TOTAL ................................................................. 100.0°/o 

*cis-trans ratio: max. 55%(+/-) cis and min. 45% (+/-)trans 

Net Contents: 3-(0.102 fl. oz. (3.0 ml), 0.204 fl. oz. (6.0 ml), 0.405 fl. oz, <·12.0 ml). 'U.'OG-9 fl. 
oz. (18.0 ml)] · · 
Net Contents: 6-[0.204 ft. oz. (6.0 ml), 0.408 fl. oz. (12.0 ml), 0.810 (24.Q.rnl), 1.2fG fl, oz. 
(36.0 ml)] 

Do Not Use on [1.5 x 1.5 em] 
Cats 

Pictogram 00 NOT USE ON CATS 
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Reason to Issue: Product Registration Date: 11/19/12 
Supersedes: 05/10/12 

(CARTON BACK PANEL) 

CERTISHIELDTM for dogs 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS and DOMESTIC ANIMALS 

HAZARDS TO HUMANS 
Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with 
skin, eyes, or clothing. Wash hands thoroughly with soap and water after handling and before 
eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 
For external use on dogs ONLY. 

DO NOT USE ON CATS PICTOGRAM [1.5 x 1.5 em] 

DO NOT USE ON CATS- IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A 
RECENTLY TREATED DOG, THIS PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS 
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY. 

Do not use on puppies under 8 weeks of age or weighing less than 11 lbs. Individual 
sensitivities, while rare, may occur after using ANY pesticide product. Dogs may experience 
some temporary irritation at the site of product application. If signs of sensitivity occur, bathe 
your pet with mild soap or shampoo and rinse with large amounts of water. If signs of sensitivity 
occur and persist, contact a veterinarian immediately. If your dog has an unusual reaction to the 
initial application, consult a veterinarian before repeating application. Certain medications can 
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged, 
pregnant or nursing dogs, or animals known to be sensitive to pesticide products. Call 1-800-
660-1842 for 24-hour assistance. 

FIRST AID 
IF SWALLOWED: • Call a poison control center or doctor 

immediately for treatment advice. 
• Have a person sip a glass of water if able to 

swallow. 
• Do not induce vomiting unless told to do so 

by a poison control center or doctor. 
• Do not give anything by mouth t6 ,'3"! 

unconscious oerson. 
IF IN EYES: • Hold eye open and rir!:'e,~lowl'y 'C.J1U gently 

with water for 15-20 Jf.im·tes. 
• Remove contact lenses._ if Orese-:1':, cfter the 

first 5 minutes, then cCln'i:\Jll_Je rin.>irlg,E!ye. 
• Call a poison control ceilter or dc.(tor for 

treatment advice. 
IF ON SKIN OR CLOTHING: • Take off contaminated -...:;c,thing. 

• Rinse skin immediately with pler,ty vf water 
for 15-20 minutes. 

• Call a poison control center cr clnctor for 
treatment advice. 

Have product container or label with you when calling a poison control center or 
doctor or aoina for treatment or call 1-800-660-1842 for 24-hour assistance. 
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Reason to Issue: Product Registration Date: 11/19/12 
Supersedes: 05/10/12 

(CARTDN BACK PANEL)(CDNT'D.) 

Merial Limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA 

EPA Reg. No. 65331-8 
EPA Est. No. 65331-FR-2 

MADE IN FRANCE 

Page 3 of 16 

Satisfaction 
Guaranteed 

Graphic 

Please call our experts at 
1-800-660-1842 if you have any 
questions or comments about flea, 
tick, mosquito, biting fly and lice 
control or CERTISHIELD'"'. 
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Reason to Issue: Product Registration 

(CARTDN INSIDE FRDNT PANEL) 

DIRECTIONS FOR USE 

Date: 11/19/12 
Supersedes: 05/10/12 

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do 
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE 
LABEL AND DIRECTIDNS BEFDRE EACH USE. FDLLDW ALL DIRECTIDNS AND PRECAUT!DNARY 
STATEMENTS CAREFULLY. FDR EXTERNAL USE DN DDGS DNLY. DD NDT USE DN CATS DR 
RABBITS. DD NDT USE DN DTHER ANIMALS. 
DO NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppies under 8 
weeks of age or weighing Jess than 11 Jbs. Do not split applicators between dogs. Do not use 
multiple applicators on one dog. Weigh your dog to be sure you are applying the right dose 
formulated for the weight of your dog. Overdosing your dog can result in serious illness. Do not 
bathe your dog within the first 24 hours after the product has been applied. 

If your dog is exhibiting signs of and/or is being treated for skin problems, talk to your 
veterinarian before applying any topical flea and tick control product. Do not apply more often 
than once a month. 

For use in DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and 
mosquitoes; to kill chewing lice and to aid in control of sarcoptic mange mites; to repel and 
prevent blood feeding by biting flies. Apply monthly according to the following directions: 

APPLICATION DIRECTIONS 
(Instructions for the 3xj6x Carton}: 

How to Apply CERTISHIELD™ for dogs 

Step 1: TO REMOVE Applicator: Prior to opening, separate one blister by tearing along 
perforation. 
Step 2: TO OPEN, use scissors to cut along dotted line of single blister, then pull apart foil and 
remove the applicator. QR_fold on line at corner, tear and open at slit and remove the applicator. 
Step 3: HOLD Applicator Upright away from you and your pet's face, cut applicator t'1p to 
open. Do not get the product in your dog's eyes or mouth. 
Step 4: Apply CERTISHIELD™ 
Part dog's hair until skin is visible. Place applicator tip directly against exposed skin. For small 
dogs and puppies (8 weeks or older) and weighing 11-22.9 lbs.: Deposit entire contents by 
squeezing the entire applicator contents onto dog's skin, at a single site, between tf:le_s.houlder 
blades. For medium dogs 23-44.9 lbs. or large dogs 45-88.9 lbs.: Apply the product evenly to 
three spots on the dog's back, starting between the shoulder blades and continuirg n11 to the 
second and third spots, squeezing the applicator until empty. For extra-l:dr9'~ ,jogs 89-132 lbs.: 
Apply the product evenly to four spots on the dog's back, starting between the shoulder blades 
and continuing on to the second, third and fourth spots, squeezing the 'arPiJi:ator u11til -empty. 
Ensure that CERTISHIELDTM for dogs is not applied superficially on dog's hair, , 
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Reason to Issue: Product Registration 

(CARTON INSIDE FLAPS) 

CERTISHIELD™ for dogs 

Date: 11/19/12 
Supersedes: 05/10/12 

Repels and kills fleas, ticks, mosquitoes, and biting flies, and kills chewing lice for up to a month. 
Fleas do not have to bite to die. 

CERTISHIELD™ for dogs provides efficacy against fleas and ticks with a rapid onset of activity 
in as little as 6 hours. The active ingredients in CERTISHIELDTM provide for fast acting and long
lasting control of fleas, ticks, chewing lice and mosquitoes on dogs. 

[PICTOGRAMS (icon with slash through)] 
Adult Flea 
Adult Tick 
Chewing Lice 
Mosquitoes 
Biting Flies 
Sarcoptic mange mites 

®FRONTLINE is a registered trademark, and ™CERTISHIELD is a trademark, of Merial. 
©2012 Merial Limited, Duluth, GA. 
All rights reserved. 
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Reason to Issue: Product Registration 

(PACKAGE INSERT FRONT) 

CERTISHIELD'M for dogs 
For use ONLY on dogs and puppies 8 weeks or older 

Date: 11/19/12 
Supersedes: 05/10/12 

Convenient, fast-acting, long-lasting spot-on for treatment and control of fleas, ticks, 
mosquitoes, biting flies and chewing lice 

ACTIVE INGREDIENTS 
Fipronil ................................................................. 6.01 °/o 
Permethrin* ........................................................ 44.88°/o 
OTHER INGREDIENTS ................................ ..49.11% 
TOTAL ................................................................ 100.0°/o 

*cis/trans ratio: max 55%{±) cis and min 45% (±)trans 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Carton for First Aid and Precautionary Statements. 

CERTISHIELD™ for Dogs 
Repels and kills fleas, ticks, and mosquitoes; repels biting flies and kills chewing lice 

• Repels and prevents blood feeding by biting flies and mosquitoes for up to a month 
• Persistent efficacy through 30 days 
• Effectively stops existing infestations and prevents re-infestations of fleas, ticks and 

chewing lice 
• Rapidly kills ticks which may transmit Lyme disease, Rocky Mountain spotted fever, 

Anaplasmosis, Babesiosis, canine Ehrlichiosis or cause tick paralysis 
• Starts rapidly killing fleas in as little as 6 hours, and ticks for an entire month, including 

Deer ticks, Brown Dog ticks, American Dog ticks, and Lone Star ticks 
• Kills fleas which may cause flea allergy dermatitis 
• Kills fleas that may transmit bartonellosis, turalemia and tapeworr"m'----------, 
• Repels and kills mosquitoes which may be a vector of 

heartworm (Dirofilaria immitis) for one month 
• Aids in control of sarcoptic mange infestations 
• Can be used on dogs and puppies 8 weeks or older 
• Fast-acting 
• Convenient to use 

DIRECTIONS FOR USE 

Do not use on cats 
pictogram 

DO NOT USE ON CATS 
[1.5 x 1.5 em] 

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do 
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, F<Ft\':' .'::NTIRE 
lABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS "Af,li) PRECAUTIONARY 
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO ~·OT L'SE ON CATS OR 
RABBITS. DO NOT USE ON OTHER ANIMALS. 
DO NOT USE ON CATS 

FOR EXTERNAL USE ON DOGS ONLY. Do not use on dogs or puppies under 8 weeks c.f age or 
weighing less than 11 lbs. Do not split pipettes between dogs. Do not use rilultiple pipP.tte':' on 
one dog. Weigh your dog to be sure you are applying the right dose formulated for the weight of 
your dog. Overdosing your dog can result in serious illness. Do not bathe your dog wi:h:n t:1e 
first 24 hours after the product has been applied. If your dog Is exhibiting signs of and/or is 
being treated for skin problems, talk to your veterinarian before applying any topical flea and 
tick control product. 
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Reason to Issue: Product Registration 

(PACKAGE INSERT BACK) 

Date: 11/19/12 
Supersedes: 05/10/12 

(Open the child-resistant packaging according to the instructions found on the inside front panel 
of the carton) 

FREQUENCY OF APPLICATION 
Fleas, ticks, and chewing lice infestations can be controlled with monthly applications of 
CERTISHIELD™ for Dogs. Biting flies and mosquitoes are repelled by CERTISHIELDT"" for 
Dogs. 
CERTISHIELDTI'I for Dogs can start killing adult fleas within 6 hours and lasts for up to three 
months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if 
re-infestation is likely. 
CERTISHIELD™ for Dogs can kill ticks for at least a month. Apply monthly where tick control is 
consistently needed. 
CERTISHIELD™ for Dogs can kill biting and chewing lice for up to a month. Apply monthly 
where lice control is consistently needed. 
CERTISHIELD™ for Dogs aids in the control of sarcoptic mange. 
When applied monthly, CERTISHIELD™ for Dogs repels and prevents blood feeding by biting 
flies and mosquitoes for up to a month. 

Wait at least 30 days before re-application of CERTISHIELD™ for Dogs. Avoid contact with 
treated area until dry. CERTISHIELD™ remains effective even after bathing, water immersion, 
or exposure to sunlight. A monthly application of CERTISHIELD™ kills and repels fleas, all 
stages of ticks, mosquitoes, biting flies, and chewing lice. Do not apply more than once a month. 
Research demonstrates that CERTISHIELD™ remains effective even after bathing, water 
immersion, or exposure to sunlight. 

PESTICIDE STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposal. 
STORAGE. Store unused product in original container only in a cool dry place, out of reach of 
children and animals. 
PESTICIDE DISPOSAL. If partly filled: Call your local solid waste agency or 1-800-CLEANUP 
for disposal instructions. Never place unused product down any indoor or outdoor drain. 
CONTAINER DISPOSAL. If empty: Nonrefillable container. Do not reuse or refill this 
container. Place in trash or offer for recycling, if available. 

How Supplied 
For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for small dogs 
& puppies ONLY 8 weeks or older and 11-22.9 lbs., medium dogs 23-44.9 lbs., large rlogs 45-
88.9 lbs., and extra-large dogs 89-132 lbs. 

WARRANTY 
Seller makes no warranty, expressed or implied, concerning the use of this ptoduct oi:her than 
indicated on the label. To the extent consistent with applicable law, buyer ;;:~ssvmes ci\1 :-iSk of use 
and handling of this material when such use and handling are contrary to thP la'Jel instrt,~ctions. 

Questions or Comments? 
Call: 1-800-660-1842, 
Monday-Friday, Sam-Bpm EST 

EPA Reg. No. 65331-8 

Merial Limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA 

CERTISHIELD'M is a trademark of Merial. 
©2012 Merial Limited, Duluth, GA. 
All rights reserved. 
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Reason to Issue: Product Registration 

DO NOT USE ON CATS. 

(COMPLIANCE CARD) 

(FRONT) 

See other side for more 

CERTISHIELD1,., for dogs 

Some tips and other information: 

Date: 11/19/12 
Supersedes: 05/10/12 

Pipette 
pictogram 

Tick 
pictogram 

Adult flea 
pictogram 

To successfully control fleas, ticks, chewing lice, mosquitoes, biting flies and sarcoptic 
mange mites, all dogs must be treated with their own dose of CERTISHIELD™. 

Chewing lice 
pictogram 

Apply according to label instructions, ensuring the product is applied to the skin. Do not apply on 
top of the haircoat. It may be helpful to remove the collar before application, so it doesn't absorb 
the product. 

Remember, your dog needs to be dry at the time CERTISHIELD™ is applied and remain dry 24 
hours after application. 

Verify applicator is empty after applying to your dog. 

Even indoor dogs need flea and tick control because you or other dogs in the household 
may bring fleas and ticks into the home. 

Mosquito 
pictogram 

Biting fly 
pictogram 

(BACK) 
Do not use on 

Calendar reminder stickers cats pictogram 

To ensure continued protection of your dog, use these stickers as a reminder to apply and re
purchase CERTISHIELD™. 

After treating your pet for the first time, peel off the sticker and place on your calendar that day. 

Place the remaining stickers on your calendar as a reminder to apply CERTISHIELD™ monthly. 

Don't forget to re-purchase! 

6 months 
Use all 6 stickers 

3 months 

5 stickers that read "Apply 
CERTISHIELD 1 ,", with the 5th sticker 

"Re-purchase CERTISHIELD™" 

QUESTIONS? Contact your veterinarian or call our technical experts at 1-8()()-f:i_!S0-1842, 
Monday-Friday, 8am-8pm. For more information, visit www.CERTISHIELDTM.com. 

CERTISHIELD™ is a trademark of Merial. 
©2012 Merial Limited, Duluth, GA. All rights reserved. 
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Reason to Issue: Product Registration 

(LABEL ON INDIVIDUAL APPLICATOR) 

CERTISHIELD™ for Dogs 

6.01% fipronil 
44.88% Permethrin 

Date: 11/19/12 
Supersedes: 05/10/12 

ONLY for dogs & puppies (8 weeks or older and 11-22.9 lbs.) 
(23-44.9 lbs.)(45-88.9 lbs.)(89-132 lbs.) 

EPA Reg. No. 65331-8 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

Lot No. 

(0.034)(0.068)(0.135)(0.203) fl. oz. 

Do not use on 
cats pictogram 
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(LABEL ON BLISTER PACK) 

CERTISHIELDT"' for Dogs 

(0.034 fl. oz.) 
(0.068 fl. oz.) 
(0.135 fl. oz.) 
(0.203 fl. oz.) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

(DOG 22.9)(DOG 44.9)(DOG 88.9)(DOG 132) 

Lot No. 
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Reason to Issue: Product Registration 

Alternate marketing text for carton or insert 

Date: 11/19/12 
Supersedes: 05/10/12 

CERTISHIELD™ for dogs [starts rapidly killing fleas and ticks within 6 hours providing a 
convenient, effective treatment for fleas and ticks]. CERTISHIELD™ kills and repels fleas, 
mosquitoes, biting flies, and kills chewing lice; ONLY for (dogs and puppies 8 weeks or older and 
11-22.9 lbs)(dogs weighing 23- 44.9 lbs)(dogs weighing 45- 88.9 lbs)(dogs weighing 89- 132 
lbs). 

[Multiple Infestations] 
• Starts rapidly killing fleas (in) (as little as) (6 hours), and kills ticks including Deer ticks, 

Brown dog ticks, American dog ticks, and Lone Star ticks 
• Kills and repels ticks, mosquitoes and biting flies 
• Repels and kills mosquitoes for up to four weeks 
• Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky 

Mountain Spotted Fever, Babesiosis, or cause tick paralysis 
• (Kills)(Stops)(Controls) existing infestations and prevents re-infestations of fleas and 

ticks 
• Fast-acting, starts killing fleas (in)(as little as) (6 hours) 
• Long-lasting for (1 month against ticks)(and)(3 months against fleas) 
• Re-infestation of fleas, ticks and mosquitoes, (biting, chewing) lice and biting flies is 

prevented for a (one) month or longer 
• After application, CERTISHIELD™ spreads over the dog's body to provide (full body) (all 

over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice 
• CERTISHIELDT"' provides ongoing protection against fleas, ticks, mosquitoes, biting flies, 

and chewing lice [for at least one month (30 days)] 
• Effective monthly treatment of fleas and ticks 
• Easy, fast, effective control of fleas and ticks that lasts at least 1 month (30 days) 
• Using the (patented)(trademark) applicator, CERTISHIELD™ is specially designed to 

spread over the dog's body providing effective control of fleas and ticks 
• Prevents reinfestation (of fleas)(of ticks) for up to one month 
• Monthly treatment is recommended for optimal control and prevention of fleas and ticks 
• Proven treatment technology for (the control of) flea(s)(infestations), (ticks), 

(mosquitoes), (biting flies), (and chewing lice) 
• CERTISHIELD™ uses (different)(multiple) modes of action to kill 

(ticks)(fleas)(mosquitoes)(chewing lice)(sarcoptic mange mites)(biting flies) 
• For convenient, quick-acting, long-lasting control of fleas, ticks, mosquitoes and lice. 
• (When) Applied topically on a monthly basis, CERTISHIELDT"' for dogs repels and kills 

fleas, ticks and mosquitoes, kills (biting, chewing) lice, aids in control of sarcoptic mange 
mites and repels (and inhibits blood feeding) biting flies and mosquitoes. 

• CERTISHIELDT"' contains the active ingredients fipronil and permethrin, whici-J co~trol 
infestations caused by fleas, ticks and lice; repel (against) biting flies, _.<3_nd rep~!S and kills 
mosquitoes. 

• Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mosqu1toes 
• Repels and kills fleas and ticks 
• Repels fleas, ticks, biting flies and mosquitoes 
• For the control and prevention of flea [and lice] infestations 
• Flea, tick, (biting and chewing) lice infestations can be controlled witt' M'Jnthly 

applications of CERTISHIELD™ for dogs. 
• Biting flies and mosquitoes are (also) repelled by CERTISHIELD™ for dogs. 
• Monthly application against fleas, ticks and mosquitoes 
• Kills fleas, ticks and mosquitoes for (up to) one month 
• Monthly application is recommended for control and prevention of fleas, ticks and 

mosquitoes 
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Reason to Issue: Product Registration 

• Long lasting flea, tick and mosquito control for your pet 

Date: 11/19/12 
Supersedes: 05/10/12 

• CERTISHIELD™ for dogs is indicated for the prevention and control of fleas, ticks, 
mosquitoes, and lice on dogs and puppies 8 weeks of age and older 

• Kills fleas, ticks, mosquitoes, llce, and aids in control of sarcoptic mange mites 
• Kills and repels fleas, ticks, and mosquitoes. 

[Fleas] 
• Prevents fleas on treated dogs from infesting your home 
• Kills fleas on dogs within (in) (as little as) (6 hour) and continues to prevent infestations 

for a month 
• Kills fleas (before they lay eggs) (that may transmit bartonellosis and tapeworm disease) 
• Kills fleas which may cause flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly 
kills fleas and may reduce the incidence of this condition. 

• CERTISHIELD~"' kills existing fleas on dogs within (6 hours), 
• Re-infesting fleas are killed within (6 hours) with protection against further flea 

infestation lasting at least four weeks. Pre-existing pupae in the environment may 
continue to emerge for six weeks or longer depending upon climatic conditions. 

• Prevents fleas on treated dogs from infesting your home. 
• Kills fleas on dogs within (6 hours) and continues to prevent infestations for a month. 
• Approximately 95% of the flea population in a household infestation are immature flea 

stages that live in the dog's environment 
• May reduce the incidence of flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly 
kills fleas and may reduce the incidence of FAD 

• CERTISHIELD™ is useful for dogs susceptible to flea allergy dermatitis (FAD) 
• Regular use of CERTISHIELD™ breaks the flea life cycle 
• Kills (newly emerged) fleas (before they lay eggs) for up to 12 weeks 
• CERTISHIELD™ for dogs can kill adult fleas in 6 hours (and lasts) for (up to) 12 weeks, 

Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if 
reinfestation is likely. 

• Kills newly emerged adult fleas prior to egg laying 
• Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm) 
• Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm 

infestations) 
• Kills fleas (within 6 hours) that may transmit bartonellosis and tularemia 
• Acts to kill fleas that may transmit bartonellosis and tularemia 
• Kills fleas that may serve as an intermediate host for tapeworms (Dipylidium cun;·r,um) 
• Kills fleas that may serve as an intermediate host for cysticercoids of tapeworms 
• Kills fleas that may serve as hosts for life cycle intermediates of tap~~orms 
• Kills (adult) fleas (within 6 hours) that may cause Flea Allergy Dern.ati·:is (FAD) (or) (flea-

bite anemia) 
• Fleas do not have to bite to die 
• Controls highly [irritating] [annoying] [flea] bites 
• CERTISHIELD™ for dogs rapidly kills fleas that may cause FAD (FIE:a 411Prgy Del-nlatitis) 
• Kills adult fleas for up to 3 months (12 weeks) 
• Kills fleas 
• Easy to apply, control of (for) fleas that lasts up to 3 months (12 weeks) 
• CERTISHIELD™ for dogs kills fleas on your dog 
• Once a month topical flea control for dogs and puppies 8 weeks of age or older 
• CERTISHIELD™ for dogs is indicated for the prevention and control of fleas on dogs and 

puppies 8 weeks of age and older 
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Reason to Issue: Product Registration Date: 11/19/12 
Supersedes: 05/10/12 

• one application prevents further flea infestations for up to (12 weeks) ([three] months) 
• Monthly treatment (all year) is recommended for control and prevention of fleas 
• Provides ongoing protection against fleas 
• Stops existing flea infestations by (rapidly) killing adult fleas 
• Kills fleas before they lay eggs 
• Prevents [Stops] re~infestations by killing adult fleas (before they lay eggs) 
• Treatment with CERTISHIELD™ rapidly kills fleas which may cause flea allergy 

dermatitis [FAD] or flea bite hypersensitivity 
• Use flea [prevention] [protection] year~ round 

[Ticks] 
• Kills all stages of ticks infesting dogs 
• (Rapidly)(kills)(ticks)(which may cause)(which may transmit) Lyme disease, 

(Ehrlichiosis), (Anaplasmosis), (Babesiosis), (Tick Paralysis), (Rocky Mountain Spotted 
Fever), and (Southern Tick Associated Rash Illness) 

• Kills ticks for (up to)(at least) 4 weeks 
• CERTISHIELD™ for dogs rapidly kills all stages of ticks, including Deer ticks, Brown dog 

ticks, American dog ticks, and Lone Star ticks 
• Kills and repels ticks 
• Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, 

ehrlichiosis, and heartworm disease. 
• Ticks: CERTISHIELD™ for dogs can kill ticks for (up to) a [one] month. Apply monthly 

where tick control is consistently needed. 
• Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and 

Deer ticks (that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, 
ehrlichiosis and anaplasmosis) 

• Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that 
may transmit Rocky Mountain Spotted Fever), Brown dog ticks and Lone Star ticks (that 
may transmit ehrlichiosis) for up to one month (4 weeks) 

• Kills Brown dog ticks (Rhipicephalus spp.), American dog ticks (Dermacentor variabi!is), 
Deer ticks (Ixodes spp.) and Lone Star ticks (AmbJyomma americanum) for up to one 
month (4 weeks). 

• Kills Amblyomma americanum (Lone Star ticks) for 4 weeks (for up to one month). 
• Monthly application against ticks 
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Reason to Issue: Product Registration 

[Mosquitoes and biting flies] 
• Kills mosquitoes 
• Kills mosquitoes for up to (28 days)(four weeks) (a [one] month) 
• Repels and inhibits blood feeding by biting flies and mosquitoes 

Date: 11/19/12 
Supersedes: 05/10/12 

• Biting flies and mosquitoes: When applied monthly, CERTISHIELDTM for dogs (prevents 
blood feeding by) (and) repels) biting flies and mosquitoes for (up to) 4 weeks (a [one] 
month) 

• Repels and prevents blood-feeding by biting flies and mosquitoes for up (one) a month 
• Repels and kills mosquitoes for up to four (4) weeks 
• Prevents blood feeding by mosquitoes 
• Repels and prevents (inhibits) blood-feeding by biting flies 
• Repels and kills mosquitoes often before they have a chance to take a blood meal 
• [(Prevents blood-feeding by) (Kills and repels)] mosquitoes 
• Repels biting flies 
• Repels [(annoying)(bothersome)(nuisance)] biting flies 
• Inhibits [(annoying)(bothersome )(nuisance)] biting flies 
• [(Prevents)(inhibits)] blood-feeding by biting flies 
• Kills mosquitoes that may carry heartworm disease 
• Repels and kills mosquitoes (Culex spp, Ochlerotatus spp, Aedes spp) which may be (a) 

vector(s) of heartworm (Dirofilaria immitis) for one month 
• Repels and prevents blood-feeding by biting flies 

[Lice and Sarcoptic mange mites] 
• (For treatment of)(Treats and controls)(Provides effective control of)(For treatment of 

infestations with)(Kills)(Stops existing) chewing lice (infestations) 
• Kills chewing lice 
• Lice: CERTISHIELDTM for dogs can kill biting and chewing lice for (up to) a [one] month. 

Apply monthly where lice control is consistently needed. 
• Sarcoptic mange mites: (CERTISHIELDTM for dogs) aids in (the) control of sarcoptic 

mange mites (that may cause sarcoptic mange) 
• CERTISHIELDTM for dogs aids in (the) control of sarcoptic mange mite infestations (that 

may cause sarcoptic mange). 
• (When applied monthly,) CERTISHIELDTM for dogs aids in (the) control of sarcoptic 

mange. 
• Aids in (the) control of sarcoptic mange mite infestations 
• Kills chewing and biting lice 
• (Also) Kills lice and aids in control of sarcoptic mange mites 
• Eliminates infestations with chewing lice 
• Aids in control of sarcoptic mange infestations 
• Controls existing chewing/biting lice infestations 
• Kills [(biting) (chewing)] lice 
• For control and prevention of [(biting) (chewing)] lice (infestations) 
• Stops existing [(biting) (chewing)] lice infestations 
• Prevents and controls [(biting) (chewing)] lice (infestations) 
• Provides control of [(biting) (chewing)] lice (infestations) 
• Kills [(biting) (chewing)] lice and prevents further infestations 
• For control and prevention of (infestations with) [(biting) (chewing)] 'li':e' 
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Reason to Issue: Product Registration 

[Miscellaneous] 

Date: 11/19/12 
Supersedes: 05/10/12 

• CERTISHIELD™ is waterproof and remains effective following bathing, shampooing, 
swimming (water immersion) or after exposure to rain or sunlight. 

• Convenient topical treatment for dogs who enjoy the outdoors 
• (Convenient)(to use)(Easy to apply) spot-on application 
• Persistent (sustained) efficacy through 30 days 
• Protects for (at least) one month 
• Convenient (easy to apply) topical treatment (with [patented] applicator)(that allows 

application down to the skin) 
• (Patented) applicator (trademark) for easy application directly to the skin 
• Quick-drying 
• For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for 

puppies and small dogs ONLY (8 weeks old or older) and 11-22,9 lbs. (0.034 fl. oz.)(l.O 
ml), medium dogs 23-44.9 lbs. (0.068 fl. oz.) (2.0 ml), large dogs 45-88.9 lbs. (0.135 fl. 
oz.) (4.0 ml), and extra-large dogs 89-132 lbs. (0.203 fl. oz.)(6.0 ml). 

• Easy, spot-on (topical) application 
• Guaranteed effective for (at least) one month 
• New (combination)(formula for your dog(s))(first six months) 
• Non-greasy 
• (Formulated) for dogs that (enjoy)(love) the outdoors 
• Waterproof 
• Convenient to use 
• (3)(6) applicator(s) (1.0 ml, 2.0 ml, 4.0 ml, 6.0 ml) 
• (3)(6) applicator(s) (0.034 fl. oz., 0.068 fl. oz., 0.135 fl. oz., 0.203 fl. oz.) 
• (3)(6) applicator(s) (0.034 fl. oz. [1.0 ml], 0.068 Fl. oz. [2.0 ml], 0.135 fl. oz. [4.0 ml], 

0.203 fl. oz. [6.0 ml]) 
• (3)(6) applicator(s)(each) containing (0.034 fl. oz. [l.Oml], 0.068 fl. oz. [2.0 ml], 0.135 

fl. oz. [4.0 ml], 0.203 fl. oz. [6.0 ml]) 
• (3)(6) applicator(s) 
• (3)(6) monthly dose(s) [app/ication(s)] 
• (3)(6) applicator(s) 
o This product is only for use on dogs and puppies (8 weeks or older and 11-22.9 

lbs.)(weighing 23 to 44.9 lbs.)(weighing 45 to 88.9 lbs.)(weighing 89 to 132 lbs.) 
• Easy and convenient application(s) 
• Stops existing infestations and prevents establishment of new infestations 
• Convenient topical treatment for dogs 
o Quick onset of activity 
• Persistent efficacy through 30 days 
o Prevents (re-)infestation for one month 
• Once monthly application 
o CERTISHIELD™ is brought to you by the makers of FRONTLINE® 
o Quick drying, non-greasy 
• (Convenient) (to use) Easy (to apply) spot-on (topical) application 
• No noticeable odors 
• Easy to use applicator makes treatment simple (trouble free, smooth) and cornfon;able for 

you and your our pet 
• Convenient, easy to apply topical solution 
• Starts working by (on) contact 
• (In) child-resistant packaging 
• Convenient (to use), easy to apply (topical solution) 
• Waterproof (remains effective after bathing and swimming) for up to four weeks (a 

month) (one month) 
• Remains effective after exposure to sunlight 
• Remains effective even after bathing, water immersion, or exposure to rain or sunlight 
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Reason to Issue: Product Registration 

• Remains effective even after bathing (and swimming) 
• Remains effective after exposure to rain and/or sunlight 
• Still works after bathing, swimming or exposure to sunlight 
• Maintains residual efficacy after bathing and swimming 

Date: 11/19/12 
Supersedes: 05/10/12 

• Remains effective after bathing (and swimming) [(for a month) (for one month) (for up to 
four weeks)] 

• For dogs that enjoy the outdoors 
• For indoor and outdoor dogs 
• Convenient topical treatment for dogs who enjoy the outdoors 
• Formulated for dogs that Jove the outdoors 
• For dogs that enjoy the outdoors 
• Illustration of flea life cycle 
• Illustration of tick life cycle 
• Illustration of mosquito life cycle 
• Illustration of mite life cycle 
• Illustration of louse life cycle 
• Illustration of flea 
• Illustration of tick 
• Illustration of mosquito 
• Illustration of mite 
• Illustration of louse 
• Picture or illustration of a dog (or puppy) 
• Picture or illustration of the Meriallogo 
• Picture or illustration of the primary package (applicators) 
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Reason to Issue: Product Registration 

Draft Master Label 

Date: 11/19/12 
Supersedes: 05/10/12 

Includes label text for four different applicator sizes corresponding to four dog weight 
ranges, and including a 3x and 6x applicator presentation. Optional text appears in 
brackets. 

(For alternate marketing text to use on carton and insert, see pages 11-16) 

(CARTON FRONT PANEL) 

CERTISHIELDTM for dogs 
[From the makers of FRONTLINE®] 

Picture of 
representative 

size dog 

[3][6] 
monthly 
dose(s) 

[Fast-Acting, long-lasting control of fleas, ticks, lice, biting flies and mosquitoes for use on (Dogs 
& Puppies ONLY 8 weeks or older and 11-22.9 lbs.) 
(Dogs ONLY 23 - 44.9 lbs.) 
(Dogs ONLY 45- 88.9 lbs.) 
(Dogs ONLY 89- 132 lbs.) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
For First Aid and other precautionary statements, refer to product package insert. 
READ THE ENTIRE LABEL BEFORE EACH USE 

ACTIVE INGREDIENTS 
Fipronil ................................................................. 6.01 °/o 
Permethrin* ......................................................... 44.88°/o 
OTHER INGREDIENTS .................................. .49.11% 
TOTAL ................................................................. 100.0°/o 

*cls-trans ratlo: max. 55%(+/-) cis and min. 4S% (+/-)trans 

Net Contents: 3-[0.102 fl. oz. (3.0 ml), 0.204 fl. oz. (6.0 ml), 0.405 fl. oz. (12.0 ml), 0.0.)9 fl. 
oz. (18.0 ml)] 
Net Contents: 6-[0.204 fl. oz. (6.0 ml), 0.408 fl. oz. (12.0 ml), 0.810 (24.0 .011), 1.2;3 f:. oz. 
(36.0 ml)] 

Cats 
Truck& Trm I 

Pictogram DO NOT USE ON CATS 

Do Not Use on [1.5 x 1.5 em) 
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Reason to Issue: Product Registration Date: 11/19/12 
Supersedes: 05/10/12 

(CARTON BACK PANEL) 

CERTISHIELD™ for dogs 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS and DOMESTIC ANIMALS 

HAZARDS TO HUMANS 
Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with 
skin, eyes, or clothing. Wash hands thoroughly with soap and water after handling and before 
eating, drinking, chewing gum, using tobacco, or using the tollet. 

HAZARDS TO DOMESTIC ANIMALS 
For external use on dogs ONLY. 

DO NOT USE ON CATS PICTOGRAM [1.5 x 1.5 em] 

DO NOT USE ON CATS - IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A 
RECENTLY TREATED DOG, THIS PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS 
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY. 

Do not use on puppies under 8 weeks of age or weighing less than 11 lbs. Individual 
sensitivities, while rare, may occur after using ANY pesticide product. Dogs may experience 
some temporary irritation at the site of product application. If signs of sensitivity occur, bathe 
your pet with mild soap or shampoo and rinse with large amounts of water. If signs of sensitivity 
occur and persist, contact a veterinarian immediately. If your dog has an unusual reaction to the 
initial application, consult a veterinarian before repeating application. Certain medications can 
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged, 
pregnant or nursing dogs, or animals known to be sensitive to pesticide products. Call 1-800-
660-1842 for 24-hour assistance. 

FIRST AID 
IF SWALLOWED: • Call a poison control center or doctor 

immediately for treatment advice. 
• Have a person sip a glass of water if able to 

swallow. 
• Do not induce vomiting unless told to do so 

by a poison control center or doctor. 
• Do not give anything by mouth to an 

unconscious person. 
IF IN EYES: • Hold eye open and rinse slowlY cr>ti gently 

with water for 15-20 minutes. 
• Remove contact lenses" if ~rese:·ll; c;fter the 

f1rst 5 minutes, then c.:mf:nue rinsinn eye. 
• Call a poison contro,l, cepter c; _ dC'ctor for 

treatment advice. 
IF ON SKIN OR CLOTHING: • Take off contaminated clOthing. , 

• Rinse skin immediate!}/ Wi~h plenty of water 
for 15-20 minutes. 

• Call a poison control center o;· :!:::tor for 
treatment advice. 

Have product container or label with you when calling a poison contr?l or;oenter or 
doctor or going for treatment or call 1-800-660-1842 for 24-hour assistance. 
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Reason to Issue: Product Registration Date: 11/19/12 
Supersedes: 05/10/12 

(CARTDN BACK PANEL)(CDNT'D.) 

Merial Limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA 

EPA Reg. No. 65331-8 
EPA Est. No. 65331-FR-2 

MADE IN FRANCE 
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Satisfaction 
Guaranteed 

Graphic 

Please call our experts at 
1-800-660-1842 if you have any 
questions or comments about flea, 
tick, mosquito, biting fly and lice 
control or CERTISHIELD"". 
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Reason to Issue: Product Registration 

(CARTDN INSIDE FRDNT PANEL) 

DIRECTIONS FOR USE 

Date: 11/19/12 
Supersedes: 05/10/12 

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do 
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE 
LABEL AND DIRECTIDNS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR 
RABBITS. DO NOT USE ON OTHER ANIMALS. 
DO NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppies under 8 
weeks of age or weighing less than 11 lbs. Do not split applicators between dogs. Do not use 
multiple applicators on one dog. Weigh your dog to be sure you are applying the right dose 
formulated for the weight of your dog. Overdosing your dog can result In serious illness. Do not 
bathe your dog within the first 24 hours after the product has been applied. 

If your dog is exhibiting signs of andjor is being treated for skin problems, talk to your 
veterinarian before applying any topical flea and tick control product. Do not apply more often 
than once a month. 

For use in DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and 
mosquitoes; to kill chewing lice and to aid in control of sarcoptic mange mites; to repel and 
prevent blood feeding by biting flies. Apply monthly according to the following directions: 

APPLICATION DIRECTIONS 
(Instructions for the 3x/6x Carton): 

How to Apply CERTISHIELDT"' for dogs 

Step 1: TO REMOVE Applicator: Prior to opening, separate one blister by tearing along 
perforation. 
Step 2: TO OPEN, use scissors to cut along dotted line of single blister, then pull apart foil and 
remove the applicator. OR fold on line at corner, tear and open at slit and remove the applicator. 
Step 3: HOLD Applicator Upright away from you and your pet's face, cut applicator tip to 
open. Do not get the product in your dog's eyes or mouth. 
Step 4: Apply CERTISHIELD™ 
Part dog's hair until skin is visible. Place applicator tip directly against exposed skin. For small 
dogs and puppies (8 weeks or older) and weighing 11-22.9 lbs.: Deposit entire contents by 
squeezing the entire applicator contents onto dog's skin, at a single site, between the shoulder 
blades. For medium dogs 23-44.9 lbs. or large dogs 45-88.9 lbs.: Apply the product evenly to 
three spots on the dog's back, starting between the shoulder blades and continUi09,or. to the 
second and third spots, squeezing the applicator until empty. For extra-large dogs d9--132 lbs.: 
Apply the product evenly to four spots on the dog's back, starting between the shO•Jir:l-:!r_ blades 
and continuing on to the second, third and fourth spots, squeezing the _cip!•iicator until empty. 
Ensure that CERTISHIELD™ for dogs is not applied superficially on dog's hair. 
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Reason to Issue: Product Registration 

(CARTON INSIDE FLAPS) 

CERTISHIELDTM for dogs 

Date: 11/19/12 
Supersedes: 05/10/12 

Repels and kills fleas, ticks, mosquitoes, and biting flies, and kills chewing lice for up to a month. 
Fleas do not have to bite to die. 

CERTISHIELDTM for dogs provides efficacy against fleas and ticks with a rapid onset of activity 
in as little as 6 hours. The active ingredients in CERTISHIELDTM provide for fast acting and long
lasting control of fleas, ticks, chewing lice and mosquitoes on dogs. 

[PICTOGRAMS (icon with slash through)] 
Adult Flea 
Adult Trek 
Chewing Lice 
Mosquitoes 
Biting Flies 
Sarcoptic mange mites 

°FRONTLINE is a registered trademark, and TMCERTISHIELD is a trademark, of Merial. 
©2012 Merial Limited, Duluth, GA. 
All rights reserved. 
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(PACKAGE INSERT FRONT) 

CERTISHIELD'M for dogs 
For use ONLY on dogs and puppies 8 weeks or older 

Date: 11/19/12 
Supersedes: 05/10/12 

Convenient, fast~acting, long-lasting spot-on for treatment and control of fleas, ticks, 
mosquitoes, biting flies and chewing lice 

ACTIVE INGREDIENTS 
Fipronil ................................................................. 6.01 °/o 
Permethrin* ........................................................ 44.88°/o 
OTHER INGREDIENTS ................................. .49.11% 
TOTAL ................................................................ 100.0°/o 
*cis/trans ratio: max 55%(±) cis and min 45% (±)trans 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
See Carton for First Aid and Precautionary Statements. 

CERTISHIELDT"' for Dogs 
Repels and kills fleas, ticks, and mosquitoes; repels biting flies and kills chewing lice 

• Repels and prevents blood feeding by biting flies and mosquitoes for up to a month 
• Persistent efficacy through 30 days 
• Effectively stops existing infestations and prevents re-infestations of fleas, ticks and 

chewing lice 
• Rapidly kills ticks which may transmit Lyme disease, Rocky Mountain spotted fever, 

Anaplasmosis, Babesiosis, canine Ehrlichiosis or cause tick paralysis 
• Starts rapidly killing fleas in as little as 6 hours, and ticks for an entire month, including 

Deer ticks, Brown Dog ticks, American Dog ticks, and Lone Star ticks 
• Kills fleas which may cause flea allergy dermatitis 
• Kills fleas that may transmit bartonellosis, turalemia and tapeworrm=----------, 
• Repels and kills mosquitoes which may be a vector of 

heartworm (Dirofilaria immitis) for one month 
• Aids in control of sarcoptic mange infestations 
• can be used on dogs and puppies 8 weeks or older 
• Fast~acting 

• Convenient to use 

DIRECTIONS FOR USE 

Do not use on cats 
pictogram 

DO NOT USE ON CATS 
[1.5 x 1.5 em] 

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do 
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, RE.l.E: ErJTIRE 
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NG7 ~SE m• CAlS OR 
RABBITS. DO NOT USE ON OTHER ANIMALS. 
DO NOT USE ON CATS 

FOR EXTERNAL USE ON DOGS ONLY. Do not use on dogs or puppies under !3 weekS (:>'I'· age or 
weighing less than 11 lbs. Do not split pipettes between dogs. Do not use m~;olti~=:-le pipette's on 
one dog. Weigh your dog to be sure you are applying the right dose formu·1atea for t~e weight of 
your dog. Overdosing your dog can result in serious illness. Do not bathe your dog witi1l11·ti1e 
first 24 hours after the product has been applied. If your dog is exhibiting signs of an-:!jor is 
being treated for skin problems, talk to your veterinarian before applying any topical·flec and 
tick control product. 
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(PACKAGE INSERT BACK) 

Date: 11/19/12 
Supersedes: 05/10/12 

{Open the child-resistant packaging according to the instructions found on the inside front panel 
of the carton) 

FREQUENCY OF APPLICATION 
Fleas, ticks, and chewing lice infestations can be controlled with monthly applications of 
CERTISHIELD™ for Dogs. Biting flies and mosquitoes are repelled by CERTISHIELD™ for 
Dogs. 
CERTISHIELD™ for Dogs can start killing adult fleas within 6 hours and lasts for up to three 
months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if 
re-infestation is likely. 
CERTISHIELD™ for Dogs can kill ticks for at least a month. Apply monthly where tick control is 
cons'Jstently needed. 
CERTISHIELD™ for Dogs can kill biting and chewing lice for up to a month. Apply monthly 
where lice control is consistently needed. 
CERTISHIELD™ for Dogs aids in the control of sarcoptic mange. 
When applied monthly, CERTISHIELD™ for Dogs repels and prevents blood feeding by biting 
flies and mosquitoes for up to a month. 

Wait at least 30 days before re-application of CERTISHIELD™ for Dogs. Avoid contact with 
treated area until dry. CERTISHIELD™ remains effective even after bathing, water immersion, 
or exposure to sunlight. A monthly application of CERTISHIELD™ kills and repels fleas, all 
stages of ticks, mosquitoes, biting flies, and chewing lice. Do not apply more than once a month. 
Research demonstrates that CERTISHIELD™ remains effective even after bathing, water 
immersion, or exposure to sunlight. 

PESTICIDE STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposal. 
STORAGE. Store unused product in original container only in a cool dry place, out of reach of 
children and animals. 
PESTICIDE DISPOSAL. If partly filled: Call your local solid waste agency or 1-800-CLEANUP 
for disposal instructions. Never place unused product down any indoor or outdoor drain. 
CONTAINER DISPOSAL. If empty: Nonrefdlable container. Do not reuse or refill th'Js 
container. Place in trash or offer for recycling, if available. 

How Supplied 
For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for small dogs 
& puppies ONLY 8 weeks or older and 11-22.9 lbs., medium dogs 23-44.9 lbs., large dogs 45-
88.9 lbs., and extra-large dogs 89-132 lbs. 

WARRANTY 
Seller makes no warranty, expressed or implied, concerning the use of iJ,i.:;_ product other than 
indicated on the label. To the extent consistent with applicable law, buyer.assuines all risk of use 
and handling of this material when such use and handling are contrary to ~he. 11-'el iriSt:-uC:tions. 

Questions or Comments? 
Call: 1-800-660-1842, 
Monday-Friday, Sam-Spm EST 

EPA Reg. No. 65331-8 

Merial Limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA 

CERTISHIELDTM is a trademark of Merial. 
©2012 Merial Limited, Duluth, GA. 
All rights reserved. 
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(COMPLIANCE CARD) 

(FRONT) 

See other side for more 

CERTISHIELD™ for dogs 

Some tips and other information: 
DO NOT USE ON CATS. 

Date: 11/19/12 
Supersedes: 05/10/12 

Pipette 
pictogram 

Tick 
pictogram 

Adult flea 
pictogram 

To successfully control fleas, ticks, chewing lice, mosquitoes, biting flies and sarcoptic 
mange mites, all dogs must be treated with their own dose of CERTISHIELD™. 

Chewing lice 
pictogram 

Apply according to label instructions, ensuring the product is applied to the skin. Do not apply on 
top of the haircoat. It may be helpful to remove the collar before application, so it doesn't absorb 
the product. 

Remember, your dog needs to be dry at the time CERTISHIELDT"' is applied and remain dry 24 
hours after application. 

Verify applicator is empty after applying to your dog. 

Even indoor-dogs need flea and tick control because you or other dogs in the household 
may bring fleas and ticks into the home. 

Mosquito 
pictogram 

Biting fly 
pictogram 

(BACK) 
Do not use on 

Calendar reminder stickers cats pictogram 

To ensure continued protection of your dog, use these stickers as a reminder to apply andre
purchase CERTISHIELDT"', 

After treating your pet for the first time, peel off the sticker and place on your calendar that day. 

Place the remaining stickers on your calendar as a reminder to apply CERTISHIELD™ monthly. 

Don't forget to re-purchase! 

6 months 
Use all 6 stickers 

3 months 

5 stickers that read "Apply 
CERTISHIELD™", with the 6th sticker 

"Re-purchase CERTISHIELD™" 

QUESTIONS? Contact your veterinarian or call our technical experts at 1-80iJ-b50-18421 
Monday-Friday, 8am-8pm. For more information, visit www.CERTISHIELOT"'-.com. 

CERTISHIELD™ is a trademark of Merial. 
©2012 Merial Limited, Duluth, GA. All rights reserved. 
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(LABEL ON INDIVIDUAL APPLICATOR} 

CERTISHIELDm for Dogs 

6.01% fipronil 
44.88% Permethrin 

Date: 11/19/12 
Supersedes: 05/10/12 

ONLY for dogs & puppies (8 weeks or older and 11-22.9 lbs.) 
(23-44.9 lbs.)(45-88.9 lbs.)(89-132 lbs.) 

EPA Reg. No. 65331-8 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

Lot No. 

(0.034}(0.068)(0.135}(0.203} fl. oz. 

Do not use on 
cats pictogram 
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(LABEL ON BLISTER PACK) 

CERTISHIELD™ for Dogs 

(0.034 fl. oz.) 
(0.068 fl. oz.) 
(0.135 fl. oz.) 
(0.203 fl. oz.) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

(DOG 22.9)(DOG 44.9)(DOG 88.9)(DOG 132) 

Lot No. 
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Alternate marketing text for carton or insert 

Date: 11/19/12 
Supersedes: 05/10/12 

CERTISHIELD™ for dogs [starts rapidly killing fleas and ticks within 6 hours providing a 
convenient, effective treatment for fleas and ticks]. CERTISHIELD™ kills and repels fleas, 
mosquitoes, biting flies, and kills chewing lice; ONLY for (dogs and puppies 8 weeks or older and 
11-22.9 lbs)(dogs weighing 23- 44.9 lbs)(dogs weighing 45- 88.9 lbs)(dogs weighing 89- 132 
lbs). 

[Multiple Infestations] 
• Starts rapidly killing fleas (in) (as little as) (6 hours), and kills ticks including Deer ticks, 

Brown dog ticks, American dog ticks, and Lone Star ticks 
• Kills and repels ticks, mosquitoes and biting flies 
• Repels and kills mosquitoes for up to four weeks 
• Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky 

Mountain Spotted Fever, Babesiosis, or cause tick paralysis 
• (Kills)(Stops)(Controls) existing infestations and prevents re-infestations of fleas and 

ticks 
• Fast-acting, starts killing fleas (in)(as little as) (6 hours) 
• Long-lasting for (1 month against ticks)(and)(3 months against fleas) 
• Re-infestation of fleas, ticks and mosquitoes, (biting, chewing) lice and biting flies is 

prevented for a (one) month or longer 
• After application, CERTISHIELD™ spreads over the dog's body to provide (full body) (all 

over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice 
• CERTISHIELDTM provides ongoing protection against fleas, ticks, mosquitoes, biting flies, 

and chewing lice [for at least one month (30 days)] 
• Effective monthly treatment of fleas and ticks 
• Easy, fast, effective control of fleas and ticks that lasts at least 1 month (30 days) 
• Using the (patented)(trademark) applicator, CERTISHIELD™ is specially designed to 

spread over the dog's body providing effective control of fleas and ticks 
• Prevents reinfestation (of fleas)(of ticks) for up to one month 
• Monthly treatment is recommended for optimal control and prevention of fleas and ticks 
• Proven treatment technology for (the control of) flea(s)(infestations), (ticks), 

(mosquitoes), (biting flies), (and chewing lice) 
• CERTISHIELD™ uses (different)(multiple) modes of action to kill 

(ticks)(fleas)(mosquitoes)(chewing lice)(sarcoptic mange mites)(biting flies) 
• For convenient, quick-acting, long-lasting control of fleas, ticks, mosquitoes and lice. 
• (When) Applied topically on a monthly basis, CERTISHIELD™ for dogs repels and kills 

fleas, ticks and mosquitoes, kills (biting, chewing) lice, aids in control of sarcoptic mange 
mites and repels (and inhibits blood feeding) biting flies and mosquitoes. 

• CERTISHIELD™ contains the active ingredients fipronil and permethrin, whii:il' COntrol 
infestations caused by fleas, ticks and lice; repel (against) biting flies, and re;Jels-3nd kills 
mosquitoes. 

• Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mosquitoes 
• Repels and kills fleas and ticks 
• Repels fleas, ticks, biting flies and mosquitoes 
• For the control and prevention of flea [and lice] infestations 
• Flea, tick, (biting and chewing) lice infestations can be controlled wit:1 rr.onthly 

applications of CERTISHIELDTM for dogs. 
• Biting flies and mosquitoes are (also) repelled by CERTISHIELD™ for dogs. 
• Monthly application against fleas, ticks and mosquitoes 
• Kills fleas, ticks and mosquitoes for (up to) one month 
• Monthly application is recommended for control and prevention of fleas, ticks and 

mosquitoes 
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Reason to Issue: Product Registration 

• Long lasting flea, tick and mosquito control for your pet 

Date: 11/19/12 
Supersedes: 05/10/12 

• CERTISHIELD™ for dogs is indicated for the prevention and control of fleas, ticks, 
mosquitoes, and lice on dogs and puppies 8 weeks of age and older 

• Kills fleas, ticks, mosquitoes, lice, and aids in control of sarcoptic mange mites 
• Kills and repels fleas, ticks, and mosquitoes. 

[Fleas] 
• Prevents fleas on treated dogs from infesting your home 
• Kills fleas on dogs within {in) (as little as) (6 hour) and continues to prevent infestations 

for a month 
• Kills fleas (before they lay eggs) (that may transmit bartonellosis and tapeworm disease) 
• Kills fleas which may cause flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly 
kills fleas and may reduce the incidence of this condition. 

• CERTISHIELD™ kills existing fleas on dogs within (6 hours). 
• Re-infesting fleas are killed within (6 hours) with protection against further flea 

infestation lasting at least four weeks. Pre-existing pupae in the environment may 
continue to emerge for six weeks or longer depending upon climatic conditions. 

• Prevents fleas on treated dogs from infesting your home. 
• Kills fleas on dogs within (6 hours) and continues to prevent infestations for a month. 
• Approximately 95% of the flea population in a household infestation are immature flea 

stages that live in the dog's environment 
• May reduce the incidence of flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly 
kills fleas and may reduce the incidence of FAD 

• CERTISHIELD™ is useful for dogs susceptible to flea allergy dermatitis (FAD) 
• Regular use of CERTISHIELDT"' breaks the flea life cycle 
• Kills (newly emerged) fleas (before they Jay eggs) for up to 12 weeks 
• CERTISHIELD™ for dogs can ki!! adult fleas in 6 hours (and lasts) for (up to) 12 weeks. 

Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if 
reinfestation is likely. 

• Kills newly emerged adult fleas prior to egg laying 
• Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm) 
• Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm 

infestations) 
• Kills fleas (within 6 hours) that may transmit bartonellosis and tularemia 
• Acts to kill fleas that may transmit bartone!!osis and tularemia 
• Kills fleas that may serve as an intermediate host for tapeworms (Dipylidium caninum) 
• Kills fleas that may serve as an intermediate host for cysticercoids of tapeworms 
• Kills fleas that may serve as hosts for life cycle intermediates of tapeworms 
• Kills (adult) fleas (within 6 hours) that may cause Flea Allergy DerT<'1ti~is (FA0) '(or) (flea-

bite anemia) 
• Fleas do not have to bite to die 
• Controls highly [irritating] [annoying] [flea] bites 
• CERTISHIELD™ for dogs rapidly kills fleas that may cause FAD (Flea- Allergy, lJe'rrT.atitis) 
• Kills adult fleas for up to 3 months (12 weeks) 
• Kills fleas 
• Easy to apply, control of (for) fleas that lasts up to 3 months (12 weeks) 
• CERTISHIELD™ for dogs kills fleas on your dog 
• Once a month topical flea control for dogs and puppies 8 weeks of age or older 
• CERTISHIELD™ for dogs is indicated for the prevention and control of fleas on dogs and 

puppies 8 weeks of age and older 
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Reason to Issue: Product Registration Date: 11/19/12 
Supersedes: 05/10/12 

• One application prevents further flea infestations for up to (12 weeks) ([three] months) 
• Monthly treatment (all year) is recommended for control and prevention of fleas 
• Provides ongoing protection against fleas 
• Stops existing flea infestations by (rapidly) killing adult fleas 
• Kills fleas before they lay eggs 
• Prevents [Stops] re-infestations by killing adult fleas (before they lay eggs) 
• Treatment with CERTISHIELD™ rapidly kills fleas which may cause flea allergy 

dermatitis [FAD] or flea bite hypersensitivity 
• Use flea [prevention] [protection] year-round 

[Ticks] 
• Kills all stages of ticks infesting dogs 
• (Rapidly)(kills)(ticks)(which may cause)(which may transmit) Lyme disease, 

(Ehrlichiosis), (Anaplasmosis), (Babesiosis), (Tick Paralysis), (Rocky Mountain Spotted 
Fever), and (Southern Tick Associated Rash Illness) 

• Kills ticks for (up to)(at least) 4 weeks 
• CERTISHIELD™ for dogs rapidly kills all stages of ticks, including Deer ticks, Brown dog 

ticks, American dog ticks, and Lone Star ticks 
• Kills and repels ticks 
• Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, 

ehrlichiosis, and heartworm disease. 
• Ticks: CERTISHIELD™ for dogs can kill ticks for (up to) a [one] month. Apply monthly 

where tick control is consistently needed. 
• Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and 

Deer ticks (that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, 
ehrlichiosis and anaplasmosis) 

• Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that 
may transmit Rocky Mountain Spotted Fever), Brown dog ticks and Lone Star ticks (that 
may transmit ehrlichiosis) for up to one month (4 weeks) 

• Kills Brown dog ticks (Rhipicephalus spp.), American dog ticks (Dermacentor variabilis), 
Deer ticks (Ixodes spp.) and Lone Star ticks (Amblyomma americanum) for up to one 
month (4 weeks). 

• Kills Amblyomma americanum (Lone Star ticks) for 4 weeks (for up to one month). 
• Monthly application against ticks 
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[Mosquitoes and biting flies] 
• Kills mosquitoes 
• Kills mosquitoes for up to (28 days)(four weeks) (a [one] month) 
• Repels and inhibits blood feeding by biting flies and mosquitoes 

Date: 11/19/12 
Supersedes: 05/10/12 

• Biting flies and mosquitoes: When applied monthly, CERTISHIELD™ for dogs (prevents 
blood feeding by) (and) repels) biting flies and mosquitoes for (up to) 4 weeks (a [one] 
month) 

• Repels and prevents blood-feeding by biting flies and mosquitoes for up (one) a month 
• Repels and kills mosquitoes for up to four (4) weeks 
• Prevents blood feeding by mosquitoes 
• Repels and prevents (inhibits) blood-feeding by biting flies 
• Repels and kills mosquitoes often before they have a chance to take a blood meal 
• [(Prevents blood-feeding by) (Kills and repels)] mosquitoes 
• Repels biting flies 
• Repels [(annoying)(bothersome)(nuisance)] biting flies 
• Inhibits [(annoy!ng)(bothersome )(nuisance)] biting flies 
• [(Prevents)(inhibits)] blood-feeding by biting flies 
• Kills mosquitoes that may carry heartworm disease 
• Repels and kills mosquitoes (Culex spp, Ochferotatus spp, Aedes spp) which may be (a) 

vector(s) of heartworm (Dirofilaria immitis) for one month 
• Repels and prevents blood-feeding by biting flies 

[Lice and Sarcoptic mange mites] 
• (For treatment of)(Treats and controls)(Provides effective control of)(For treatment of 

infestations with)(Kills)(Stops existing) chewing lice (infestations) 
• Kills chewing lice 
• Lice: CERTISHIELD™ for dogs can kill biting and chewing lice for (up to) a [one] month. 

Apply monthly where lice control is consistently needed. 
• Sarcoptic mange mites: (CERTISHIELD™ for dogs) aids in (the) control of sarcoptic 

mange mites (that may cause sarcoptic mange) 
• CERTISHIELD™ for dogs aids in (the) control of sarcoptic mange mite infestations (that 

may cause sarcoptic mange). 
• (When applied monthly,) CERTISHIELD™ for dogs aids in (the) control of sarcoptic 

mange. 
• Aids in (the) control of sarcoptic mange mite infestations 
• Kills chewing and biting lice 
• (Also) Kills lice and aids in control of sarcoptic mange mites 
• Eliminates infestations with chewing lice 
• Aids in control of sarcoptic mange infestations 
• Controls existing chewing/biting lice infestations 
• Kills [(biting) (chewing)] lice 
• For control and prevention of [(biting) (chewing)] lice (infestations) 
• Stops existing [(biting) (chewing)] lice infestations 
• Prevents and controls [(biting) (chewing)] lice (infestations) 
• Provides control of [(biting) (chewing)] lice (infestations) 
• Kills [(biting) (chewing)] lice and prevents further Infestations 
• For control and prevention of (infestations with) [(biting) (chewing)] l;c.e 
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[Miscellaneous] 

Date: 11/19/12 
Supersedes: 05/10/12 

• CERTISHIELDT~"~ is waterproof and remains effective following bathing, shampooing, 
swimming (water immersion) or after exposure to rain or sunlight. 

• Convenient topical treatment for dogs who enjoy the outdoors 
• (Convenient)(to use)(Easy to apply) spot-on application 
• Persistent (sustained) efficacy through 30 days 
• Protects for (at least) one month 
• Convenient (easy to apply) topical treatment (with [patented] applicator)(that allows 

application down to the skin) 
• (Patented) applicator (trademark) for easy application directly to the skin 
• Quick-drying 
• For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for 

puppies and small dogs ONLY (8 weeks old or older) and 11-22.9 lbs. (0.034 fl. oz.)(l.O 
ml), medium dogs 23-44.9 lbs. (0.068 fl. oz.) (2.0 ml), large dogs 45-88.9 lbs. (0.135 fl. 
oz.) (4.0 ml), and extra-large dogs 89-132 lbs. (0.203 fl. oz.)(6.0 ml). 

• Easy, spot-on (topical) application 
• Guaranteed effective for (at least) one month 
• New (combination)(formula for your dog(s))(first six months) 
• Non-greasy 
• (Formulated) for dogs that (enjoy)(love) the outdoors 
• Waterproof 
• Convenient to use 
• (3)(6) applicator(s) (1.0 ml, 2.0 ml, 4.0 ml, 6.0 ml) 
• (3)(6) applicator(s) (0.034 ft. oz., 0.068 fl. oz., 0.135 fl. oz., 0.203 ft. oz.) 
• (3)(6) applicator(s) (0.034 ft. oz. [1.0 ml], 0.068 fl. oz. [2.0 ml], 0.135 ft. oz. [4.0 ml], 

0.203 fl. oz. [6.0 ml]) 
• (3)(6) applicator(s)(each) containing (0.034 fl. oz. [l.Oml], 0.068 ft. oz. [2.0 ml], 0.135 

fl. oz. [4.0 ml], 0.203 fl. oz. [6.0 ml]) 
• (3)(6) applicator(s) 
• (3)(6) monthly dose(s) [application(s)] 
• (3)(6) applicator(s) 
• This product is only for use on dogs and puppies (8 weeks or older and 11-22.9 

lbs.)(weighing 23 to 44.9 lbs.)(weighing 45 to 88.9 lbs.)(weighing 89 to 132lbs.) 
• Easy and convenient application(s) 
• Stops existing infestations and prevents establishment of new infestations 
• Convenient topical treatment for dogs 
• Quick onset of activity 
• Persistent efficacy through 30 days 
• Prevents (re-)infestation for one month 
• Once monthly application 
• CERTISHIELDT~"~ is brought to you by the makers of FRONTLINE® 
• Quick drying, non-greasy 
• (Convenient) (to use) Easy (to apply) spot-on (topical) application 
• No noticeable odors 
• Easy to use applicator makes treatment simple (trouble free, smooth) and co-,lifOI table for 

you and your our pet 
• Convenient, easy to apply topical solution 
• Starts working by (on) contact 
• (In) child-resistant packaging 
• Convenient (to use), easy to apply (topical solution) 
• Waterproof (remains effective after bathing and swimming) for up to four weP!-:s ('3 

month) (one month) 
• Remains effective after exposure to sunlight 
• Remains effective even after bathing, water immersion, or exposure to rain or sunlight 
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Reason to Issue: Product Registration 

• Remains effective even after bathing (and swimming) 
• Remains effective after exposure to rain and/or sunlight 
• Still works after bathing, swimming or exposure to sunlight 
• Maintains residual efficacy after bathing and swimming 

Date: 11/19/12 
Supersedes: 05/10/12 

• Remains effective after bathing (and swimming) [(for a month) (for one month) (for up to 
four weeks)] 

• For dogs that enjoy the outdoors 
• For indoor and outdoor dogs 
• Convenient topical treatment for dogs who enjoy the outdoors 
• Formulated for dogs that love the outdoors 
• For dogs that enjoy the outdoors 
• Illustration of flea life cycle 
• Illustration of tick life cycle 
• Illustration of mosquito life cycle 
• Illustration of mite life cycle 
• Illustration of louse life cycle 
• Illustration of flea 
• Illustration of tick 
• Illustration of mosquito 
• Illustration of mite 
• Illustration of louse 
• Picture or illustration of a dog (or puppy) 
• Picture or illustration of the Merial logo 
• Picture or illustration of the primary package (applicators) 
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Supersedes: 05/10/12 

Draft Master Label 
Includes label text for four different applicator sizes corresponding to four dog weight 
ranges, and including a 3x and 6x applicator presentation. Optional text appears in 
brackets. 

(For alternate marl<eting text to use on carton and insert:, see pages 11~16) 

(CARTON FRONT PANEc 

CERTISHIEL.DTM for dogs 
[From the makers of FRONTLINE®] 

Picture of 
representative 

size dog 

[3][6] 
monthly 
dose(s) 

[Fast-Acting, long-lasting control of fleas, ticks, lice, biting flies and mosquitoes for use on (Dogs 
& Puppies ONLY 8 weeks or older and 11-22.91bs.) 
(Dogs ONLY 23- 44.9lbs.) 
(Dogs ONLY 45- 88.9 lbs.) 
(Dogs ONLY 89- 1321bs.) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
For First Aid and other precautionary statements, refer to product package insert. 
READ THE ENTIRE LABEL BEFORE EACH USE 

ACTIVE INGREDIENTS 
Flpronil ................................................................. 6.01 °/o 
Permethrin* ......................................................... 44.88°/o 

OTHER INGREDIENTS .................................. .49.11% 
TOTAL ................................................................. 100.0°/o 

*cis-trans ratio: max. 55%(+/-) cis and min. 45% (+/-)trans 

Net Contents: 3-[0.102 fl. oz. (3.0 ml), 0.204 fl. oz. (6.0 ml), 0.405 fl. o:,. (12.0 ml), 0.609 ft. 
=(18.0ml)] . 
Net Contents: 6-[0.204 fl. oz. (6.0 ml), 0.408 fl. oz. (12.0 ml), 0.810 (24.C rpi), 1.218. fl. oz. 
(36.0 ml)] 

Do Not Use on [1.5 x 1.5 em] 
Cats 

Pictogram DO NOT USE ON CATS I 
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Reason to Issue: Product Registratior. Date: 11/19/lL 
Supersedes: 05/10/1 :._ 

(CARTON SAO< PANEL 

CERTISHIElD'M for dogs 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS and DOMESTIC ANIMAlS 

HAZARDS TO HUMANS 
Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with 
skin, eyes, or clothing. Wash hands thoroughly with soap and water after handling and before 
eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 
For external use on dogs ONLY. 

DO NOT USE ON CATS PICTOGRAM [1.5 x 1.5 em] 

DO NOT USE ON CATS- IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A 
RECENTLY TREATED DOG, THIS PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS 
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY. 

Do not use on puppies under 8 weeks of age or weighing less than 11 lbs. Individual 
sensitivities, while rare, may occur after using ANY pesticide product. Dogs may experience 
some temporary irritation at the site of product application. If signs of sensitivity occur, bathe 
your pet with mild soap or shampoo and rinse with large amounts of water. If signs of sensitivity 
occur and persist, contact a veterinarian immediately. If your dog has an unusual reaction to the 
initial application, consult a veterinarian before repeating application. Certain medications can 
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged, 
pregnant or nursing dogs, or animals known to be sensitive to pesticide products. Call 1-800-
660-1842 for 24-hour assistance. 

FIRST AID 
IF SWALLOWED: • Call a poison control center or doctor 

immediately for treatment advice. 
• Have a person sip a glass of water if able to 

swallow. 
• Do not induce vomiting unless t0ld tn do so 

by a poison control center or dodor . 
.. Do not give anything by mouth to ar. 

unconscious oerson. 
IF IN EYES: e Hold eye open and '.-inSe ,slowly and gently 

with water for 15-20 ~ir.ctes. 
• Remove contact lenseS, if presen,t~ after the 

first 5 minutes, then r:nn,~[nue rifrf'inp -eye. 
e Call a poison control ceroter or rJoctor for 

treatment advice. -----
IF ON SKIN OR CLOTHING: e Take off contaminated clothing. 

e Rinse skin immediately with pl~irty nf water 
for 15-20 minutes. 

e Call a poison control center or doctor for 
treatment advice. 

Have product container or label with you when calling a poison control center or 
doctor or going for treatment or call l-800-660-1842 for 24-hour assistance. 
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(CARTON BACf< PANEL)(CONT'C .. 

tv11::na1 Llmice, 
3239 Satellite Blvc 
Duluth, GA 30096-4640, USJ-

EPA Reg. No. 65331< 
EPA Est. No. 65331-FR-:C 

MADE IN FRANC:: 
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Pi ease call our experts at 
1-800-660-1842 if you have any 
questions or comments about flea, 
tick, mosquito, biting fly and lice 
control or CERTISHIELDT"'. 
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(CARTON INSIDE FRONT PANEL 

DIRECTIONS FOR US~ 

Date: 11/19/12 
Supersedes: 05/10/12 

It is a violation of Federal iaw to use this product in any manner inconsistent with its labeling. Do 
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE 
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR 
RABBITS. DO NOT USE ON OTHER ANIMALS 
DO NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppies under 8 
weeks of age or weighing less than 11 lbs. Do not split applicators between dogs. Do not use 
multiple applicators on one dog, Weigh your dog to be sure you are applying the right dose 
formulated for the weight of your dog. Overdosing your dog can result in serious illness. Do not 
bathe your dog within the first 24 hours after the product has been applied. 

If your dog is exhibiting signs of and/or is being treated for skin problems, talk to your 
veterinarian before applying any topical flea and tick control product. Do not apply more often 
than once a month. 

For use in DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and 
mosquitoes; to kill chewing lice and to aid in control of sarcoptic mange mites; to repel and 
prevent blood feeding by biting flies. Apply monthly according to the following directions: 

APPLICATION DIRECTIONS 
(Instructions for the 3xj6x Carton): 

How to Apply CERTISHIELD™ for dogs 

Step 1: TO REMOVE Applicator: Prior to opening, separate one blister by tearing along 
perforation. 
Step 2: TO OPEN, use scissors to cut along dotted line of single blister, then pull apart foil and 
remove the applicator. OR fold on line at corner, tear and open at slit and remove the applicator. 
Step 3: HOLD Applicator Upright away from you and your pet's face, cut applicator tip to 
open. Do not get the product in your dog's eyes or mouth. 
Step 4: Apply CERTISHIELD'" 
Part dog's hair until skin is visible. Place applicator tip directly against exposed ski:-~. For small 
dogs and puppies (8 weeks or older) and weighing 11-22.9 lbs.: Deposit entire :~onfents by 
squeezing the entire applicator contents onto dog's skin, at a single site, between the ~boulder 
blades. For medium dogs 23-44.9 lbs. or large dogs 45-88.9 lbs.: Apply 'thf.!' ilroduct evenly to 
three spots on the dog's back, starting between the shoulder blades anti d:m'-<:inuing On to the 
second and third spots, squeezing the applicator until empty. For extra-lcr~c,Cogs 99·132 lbs.: 
Apply the product evenly to four spots on the dog's back, starting between tht.: shouJdf.r blades 
and continuing on to the second, third and fourth spots, squeezing the n.r:ttJiicator U'l.til, empty. 
Ensure that CERTISHIELD™ for dogs is not applied superficially on dog's hair. 
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(CARTON INSIDE FLAPS 

CERTISHIELD™ tor dogs 

Date: 11/19/12 
Supersedes: 05/10/12 

Repels and kills fieas, ticKs, mosquitoes, and biting flies, and kilis chewing iice for up to a month. 
Fleas do not have to bite to d1s. 

CERTISH!ELD™ for dogs provides efficacy against fleas and ticks with a rapid onset of activity 
in as little as 6 hours. The active ingredients in CERTISHIELD™ provide for fast acting and long
fasting control of fleas, ticks, chewing lice and mosquitoes on dogs. 

[PICTOGRAMS (icon with slash through)] 
Adult Flea 
Adult lick 
Chewing Llce 
Mosquitoes 
Biting Flies 
Sarcoptic mange mites 

®FRONTLINE is a registered trademark, and ™CERTISHIELD is a trademark, of Merial. 
©2012 Me rial Umited, Duluth, GA. 
All rights reserved. 
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(PACKAGE INSERT FRON7 

CERTISHEELEF" for dogs 
For use ONLY on dogs and puppies 8 weeks or olo£· 

Date: 11/19/12 
Supersedes: 05/10/12 

Convenient, Fast-acting, long-lasting spot-on for treatment and control of fleas, ticks, 
mosquitoes, biting flies and chewing iic<: 

ACTIVE INGREDIENTS 
Fiproni I ... ,. ... ,.,. ....... ,.,.,.,. ........ , ............. , ............ , 6, 01 °!C 
Permethrin* ........................................................ 44.88°/o 

OTHER INGREDIENTS ................. , ............... .49.11% 
TOTAl ................................................................ 100.0°/o 
*cis/trans ratio: max 55%(±) cis and min 45% (±)trans 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Carton for First Aid and Precautionary Statements. 

CERTISHIELD rM for Dogs 
Repels and kills fleas, ticks, and mosquitoes; repels biting flies and kills chewing lice 

• Repels and prevents blood feeding by biting flies and mosquitoes for up to a month 
• Persistent efficacy through 30 days 
• Effectively stops existing infestations and prevents re-infestations of fleas, ticks and 

chewing lice 
• Rapidly kills ticks which may transmit Lyme disease, Rocky Mountain spotted fever, 

Anaplasmosis, Babesiosis, canine Ehrlichiosis or cause tick paralysis 
e Starts rapidly killing fleas in as little as 6 hours, and ticks for an entire month, including 

Deer ticks, Brown Dog ticks, American Dog ticks, and lone Star ticks 
• Kills fleas which may cause flea allergy dermatitis 
• Kills fleas that may transmit bartonellosis, turalemia and tapewo,rr-"m"------------, 
e Repels and kills mosquitoes which may be a vector of 

heartworm (Dirofilaria imm;tis) for one month 
• Aids in control of sarcoptic mange infestations 
e Can be used on dogs and puppies 8 weeks or older 
• Fast~acting 

., Convenient to use 

DIRECTIONS FOR USE 

Do not use on cats 
pictogram 

DO NOT USE ON CATS 
[1.5 x 1.5 em] 

It is a violation of Federal law to use this product in any manner inconsistent with its laQe/ing. Do 
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, RCA[; ENTIRE 
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS ANC; PRECAUTIONARY 
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO HOT USE 0~ CATS OR 
RABBITS. DO NOT USE ON OTHER ANIMALS. 
DO NOT USE ON CATS 

FOR EXTERNAL USE ON DOGS ONLY. Do not use on dogs or puppies unrt~rb weeks of age or 
weighing less than 11 lbs. Do not split pipettes between dogs. Do not use multiple pf;:;zt~eJ on 
one dog. Weigh your dog to be sure you are applying the right dose formulated for the W"!ight of 
your dog. Overdosing your dog can result in serious illness. Do not bathe your dog W!thi'l. the 
first 24 hours after the product has been applied. If your dog is exhibiting signs of and/or is 
being treated for skin problems, talk to your veterinarian before applying any topical flea and 
tick control product. 
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Reason to Issue: Product Registratior: 

(PACKAGE INSERT BACK 

Date: 11/19/12 
Supersedes: 05/10/12 

(Open the chilo-resis(ant oackaging according to tne ins(ructions fauna on the mside front panel 
of the carton· 

FREQUENCY OF APPLICAnm: 
Fleas, ticks, and chewing lice infestations can be controlled with monthly applications of 
CERTISHIELD™ for Dogs. Biting flies and mosquitoes are repelled by CERTISHIELD™ for 
Dogs. 
CERTISH!ELD™ for Dogs can start killing adult fleas within 6 hours and lasts for up to three 
months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if 
re~infestation is likely. 
CERTISH!ELD™ for Dogs can kill ticks for at least a month. Apply monthly where tick control is 
consistently needed. 
CERT!SHIELDT"' for Dogs can kill biting and chewing lice for up to a month. Apply monthly 
where lice control is consistently needed. 
CERTISH!ELD™ for Dogs aids in the control of sarcoptic mange. 
When applied monthly, CERTISH!ELDT"' for Dogs repels and prevents blood feeding by biting 
flies and mosquitoes for up to a month. 

Wait at least 30 days before re-application of CERT!SHIELD™ for Dogs. Avoid contact with 
treated area until dry. CERTISHIELDTM remains effective even after bathing, water immersion, 
or exposure to sunlight. A monthly application of CERT!SH!ELDT"' kills and repels fleas, all 
stages of ticks, mosquitoes, biting flies, and chewing lice. Do not apply more than once a month. 
Research demonstrates that CERT!SHIELD™ remains effective even after bathing, water 
immersion, or exposure to sunlight. 

PESTICIDE STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposal. 
STORAGE. Store unused product in original container only in a cool dry place, out of reach of 
children and animals. 
PESTICIDE DISPOSAL If partly filled: Call your local solid waste agency or 1-800-CLEANUP 
for disposal instructions. Never place unused product down any indoor or outdoor drain. 
CONTAINER DISPOSAL If empty: Nonrefillable conta'mer. Do not reuse or refill this 
container. Place in trash or offer for recycling, if available. 

How Supplied 
For easy and convenient application, CERTISHIELDm for dogs is available in sizes for small dogs 
& puppies ONLY 8 weeks or older and 11-22.9 lbs., medium dogs 23-44.9 lbs., Ja•-:r? :j:>gs 45-
88.91bs., and extra-large dogs 89-132 lbs. 

WARRANTY 
Seller makes no warranty, expressed or implied, concerning the use of Lhis product other than 
indicated on the label. To the extent consistent with applicable Jaw, buyer Cl~sumes ill r\sk of use 
and handling of this material when such use and handling are contrary to the bbel inst1·uctions. 

Questions or Comments? 
Call: 1-B00-660-1842, 
Monday-Friday, Sam-Spm EST 

EPA Reg. No. 65331-8 

Merial Limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA 

CERTISHIELD''"' is a trademark of Merial. 
©2012 Merial Limited, Duluth, GA. 
All rights reserved. 
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Reason to lssue: Product Registratior Date: 11/19/12 
Supersedes: 05/10/12 

!COMPLIANCE CAR[' 

(FROfC 

See otner side for mar~ 

CERTISHIELD™ for dogs 

Some tips and other information: 
DO NOT USE ON CATS, 

Pipette 
pictogram 

To successfully control fleas, ticks, chewing lice, mosquitoes, biting flies and sarcoptic 
mange mites, all dogs must be treated with their own dose of CERTISHIELDTM. 

Tick 
pictogram 

Adult flea 
pictogram 

Chewing lice 
pictogram 

Apply according to label instructions, ensuring the product is applied to the skin. Do not apply on 
top of the haircoat. It may be helpful to remove the collar before application, so it doesn't absorb 
the product. 

Remember, your dog needs to be dry at the time CERTISHIELD™ is applied and remain dry 24 
hours after application. 

Verify applicator is empty after applying to your dog. 

Even indoor.dogs need flea and tick control because you or other dogs in the household 
may bring fleas and ticks into the home. 

Mosquito 
pictogram 

Biting fly 
pictogram 

(BACK) 
Do not use on 

Calendar reminder stickers cats pictogram 

To ensure continued protection of your dog, use these stickers as a reminder to apply and re
purchase CERTISHIELOTM, 

After treating your pet for the first time, peel off the sticker and place on your calendar that day. 

Place the remaining stickers on your calendar as a reminder to apply CERTISHIEL[)TM monthly. 

Don't forget to re-purchase! 

6 months 
Use all 6 stickers 

3 months 

5 stickers that read "Apply 
CERTISHIELDrw', with the 5th sticker 

"Re-purchase CERTISHIELDTM" 

QUESTIONS? Contact your veterinarian or call our technical experts at 1-80U-b60-184?, 
Monday-Friday, 8am-8pm. For more information, visit www.CERTISHIELD™.com. 

CERTISHIELD™ is a trademark of Merial. 
©2012 Merial Limited, Duluth, GA. All rights reserved. 
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Reason to Issue: Product Registratior 

(LABEL ON INDIVIDUAL APPLICATOF, 

CERTISHIEUJr"" fO!" Oogs 

6.01% fipron: 
44.88% Permetnn: 

Date: 11/19/1;:_ 
Supersedes: 05/10/1::: 

ONLY for dogs & puppies (8 weeks or older and 11-22.9 tbs.) 
(23-44.9 lbs.)(45-88.9 lbs.)(89-132 lbs.) 

EPA Reg. No. 65331-8 

KEEP OUT OF REACH OF CHILOREN 
CAUTION 

Lot No. 

(0.034)(0.068)(0.135)(0.203) fl. oz. 

Do not use on 
cats pictograrn 
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Reason to Issue: Product Registratiorc 

(LABEL ON BLISTER PACK 

CERTISHIELD™ tor Dogs 

(0.034 fl. oz.) 
(0.068 fl. oz.) 
(0.135 fl. oz.) 
(0.203 ft. oz.) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

(DOG 22.9)(DOG 44.9)(DOG 88.9)(DOG 132) 

Lot No, 
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Reason to Issue: Product Registratior 

Alternate marketing text for carton or tnser-·. 

Date: 11/19/12 
Supersedes: 05/10/12 

CERT!SH!ELD™ for dogs [starts rapidiy killing fieas and ticks within 6 hours provid1ng c 
convenient, effective treatment for fleas and ticks]. CERTISHIELD™ kilis and repels f1ea:s. 
mosquitoes, biting flies, and kills chewing lice; ONLY for (dogs and puppies 8 weeks or olcier anC 
11-22.9 lbs)(dogs weighing 23- 44.9 lbs)(dogs weighing 45- 88.9 lbs)(dogs weighing 89- 132 
lbs). 

[Multiple Infestations] 
• Starts rapidly killing fleas (in) (as little as) (6 hours), and kills ticks including Deer ticks, 

Brown dog ticks, American dog ticks, and Lone Star ticks 
" Kills and repels ticks, mosquitoes and biting flies 
• Repels and kills mosquitoes for up to four weeks 
• Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky 

Mountain Spotted Fever, Babesiosis, or cause tick paralysis 
• (Kills)(Stops)(Controls) existing infestations and prevents re~infestations of fleas and 

ticks 
• Fast-acting, starts killing fleas (in)(as little as) (6 hours) 
• Long-lasting for (1 month against ticks)(and)(3 months against fleas) 
• Re-infestation of fleas, ticks and mosquitoes, (biting, chewing) lice and biting flies is 

prevented for a (one) month or longer 
• After application, CERTISH!ELD™ spreads over the dog's body to provide (full body) (all 

over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice 
• CERTISHIELD™ provides ongoing protection against fleas, ticks, mosquitoes, biting flies, 

and chewing lice [for at least one month (30 days)] 
• Effective monthly treatment of fleas and ticks 
• Easy, fast, effective control of fleas and ticks that lasts at least 1 month (30 days) 
• Using the (patented)(trademark) applicator, CERTISHIELD™ is specially designed to 

spread over the dog's body providing effective control of fleas and ticks 
" Prevents reinfestation (of fleas)( of ticks) for up to one month 
" Monthly treatment is recommended for optimal control and prevention of fleas and ticks 
• Proven treatment technology for (the control of) flea(s)(infestations), (ticks), 

(mosquitoes), (biting flies), (and chewing lice) 
• CERTISHIELD™ uses (different)(multiple) modes of action to kill 

(ticks)(fleas)(mosquitoes)(chewing lice)(sarcoptic mange mites)(biting flies) 
" For convenient, quick~acting, long-lasting control of fleas, ticks, mosquitoes and lice. 
• (When) Applied topically on a monthly basis, CERTISH!ELD™ for dogs repels and kills 

fleas, ticks and mosquitoes, kills (biting, chewing) lice, aids in control of sar.:ortic mange 
mites and repels (and inhibits blood feeding) biting flies and mosquitoes. 

• CERTISHIELD™ contains the active ingredients fipronil and permethrin, wh:ch,Ccntrol 
infestations caused by fleas, ticks and lice; repel (against) biting tl1e~,' and repels and kills 
mosquitoes. 

• Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mosqui~v~:-; 
• Repels and kills fleas and ticks 
• Repels fleas, ticks, biting flies and mosquitoes 
• For the control and prevention of flea [and lice] infestations 
• Flea, tick, (biting and chewing) lice infestations can be controlled with month•)' 

applications of CERTISHIELD™ for dogs. 
.. Biting flies and mosquitoes are (also) repelled by CERTISHIELD™ for dogs. 
.. Monthly application against fleas, ticks and mosquitoes 
" Kills fleas, ticks and mosquitoes for (up to) one month 
• Monthly application is recommended for control and prevention of fleas, ticks and 

mosquitoes 
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Reason to Issue: Product Registratior. 

"' Long lasting fiea, tick and mosquito control for your pe': 

Date: 11/19/12 
Supersedes: 05/10/lL 

., CERTISHIEL.D™ for dogs is indicated for the prevention and control of fleas. tiCKS 
mosquitoes, and lice on dogs and puppies 8 weeks of age and oioe" 

., Kills fleas, ticks, mosquitoes, lice, and aids in control of sarcootic mange miLeo: 
c Kills and repels fleas, ticks, and mosquitoes 

[Fleas] 
" Prevents fleas on treated dogs from infesting your home 
., Kills fleas on dogs within (in) (as little as) (6 hour) and continues to prevent infestations 

for a month 
., Kills fleas (before they lay eggs) (that may transmit bartonellosis and tapeworm disease) 
• Kills fleas which may cause flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly 
kills fleas and may reduce the incidence of this condition. 

" CERTISHIELD 1 ~"~ kills existing fleas on dogs within (6 hours). 
• Re-infesting fleas are killed within (6 hours) with protection against further flea 

infestation lasting at least four weeks. Pre-existing pupae in the environment may 
continue to emerge for six weeks or longer depending upon climatic conditions. 

• Prevents fleas on treated dogs from infesting your home. 
• Kills fleas on dogs within (6 hours) and continues to prevent infestations for a month. 
• Approximately 95% of the flea population in a household infestation are immature flea 

stages that live in the dog's environment 
• May reduce the incidence of flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD 1 ~"~ rapidly 
kills fleas and may reduce the incidence of FAD 

• CERTISHIELDTM is useful for dogs susceptible to flea allergy dermatitis (FAD) 
• Regular use of CERTISHIELD 1 ~"~ breaks the flea life cycle 
o Kills (newly emerged) fleas (before they lay eggs) for up to 12 weeks 
• CERTISHIELD1 ~"~ for dogs can kill adult fleas in 6 hours (and lasts) for (up to) 12 weeks. 

Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD}, or if 
reinfestation is likely. 

o Kills newly emerged adult fleas prior to egg laying 
• Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm) 
., Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia} (and tapeworm 

infestations) 
o Kills fleas (within 6 hours) that may transmit bartonellosis and tularemia 
• Acts to kill fleas that may transmit bartonellosis and tularemia 
• Kills fleas that may serve as an intermediate host for tapeworms (Dipylidium caninum) 
" Kills fleas that may serve as an intermediate host for cysticercoids of tapewo'rrrr 
e Kills fleas that may serve as hosts for life cycle intermediates of tapeworms 
• Kills (adult) fleas (within 6 hours) that may cause Flea Allergy Derrnai::it~s (FAD) (or) (flea-

bite anemia) 
o Fleas do not have to bite to die 
• Controls highly [irritating] [annoying] [flea] bites 
o CERTISHIELD1~"~ for dogs rapidly kills fleas that may cause FAD (Fie? Al~ergy De-;matitis} 
• Kills adult fleas for up to 3 months (12 weeks) 
.. Kills fleas 
• Easy to apply, control of (for) fleas that lasts up to 3 months (12 weeks) 
.. CERTISHIEL0 1~"~ for dogs kills fleas on your dog 
" Once a month topical flea control for dogs and puppies 8 weeks of age or older 
" CERTISHIELD™ for dogs is indicated for the prevention and control of fleas on dogs and 

puppies 8 weeks of age and older 
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Reason to Issue: Product Registratior. Date: 11/19/12 
Supersedes: 05/10./12 

e One application prevents further flea infestations for up to (12 weeks) ([three] months 
c Monthly treatment (all year) is recommended for control and orevention of f1ea:: 
.. Provides ongoing protection against f1ea2" 
• Stops existing ffea infestations by (rapidly) killing adult fieas 
e Kills fleas before they lay eggs 
.. Prevents [Stops] re-infestations by killing adult fleas (before they Jay eggs. 
.. Treatment with CERT!SHIELD™ rapidly kills fleas which may cause flea aliergy 

dermatitis [FAD] or flea bite hypersensitivity 
• Use flea [prevention] [protection] year-round 

[Ticks] 
• Kills all stages of ticks infesting dogs 
• (Rapidly)(kills)(ticks)(which may cause)(which may transmit) Lyme disease, 

(Ehrlichiosis), (Anaplasmosis), (Babesiosis), (Tick Paralysis), (Rocky Mountain Spotted 
Fever), and (Southern Tick Associated Rash Illness) 

• Kills ticks for (up to)(at least) 4 weeks 
• CERTISHIELD™ for dogs rapidly kills all stages of ticks, including Deer ticks, Brown dog 

ticks, American dog ticks, and Lone Star ticks 
• Kills and repels ticks 
• Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, 

ehrlichiosis, and heartworm disease. 
• Ticks: CERTISHIELD™ for dogs can kill ticks for (up to) a [one] month. Apply monthly 

where tick control is consistently needed. 
.. Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and 

Deer ticks (that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, 
ehrlichiosis and anaplasmosis) 

• Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that 
may transmit Rocky Mountain Spotted Fever), Brown dog ticks and Lone Star ticks (that 
may transmit ehrllchiosis) for up to one month (4 weeks) 

• Kills Brown dog ticks (Rhipicephalus spp.), American dog ticks (Dermacentor variabilis), 
Deer ticks (Ixodes spp.) and Lone Star ticks (Amblyomma americanum) for up to one 
month (4 weeks). 

• Kills Amblyomma americanum (Lone Star ticks) for 4 weeks (for up to one month). 
" Monthly application against ticks 
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Reason to Issue: Product Registratior 

[iVJosquitoes and biting fiies: 
., Kills mosquitoes 
o Kills mosquitoes for up to (28 aays)(four weeks) (a [one] month 
., Repels and inhibits blood feeding by biting flies and mosquitoes. 

Date: 11/19/12. 
Supersedes: 05/10/12 

., Biting flies and mosquitoes: When applied monthly, CERTISHIELDTM for dogs (prevents 
blood feeding by) (and) repels) biting flies and mosquitoes for (up to) 4 weeks (a [one] 
month) 

"' Repels and prevents blood-feeding by biting flies and mosquitoes for up (one) a month 
e Repels and kills mosquitoes for up to four (4) weeks 
.. Prevents blood feeding by mosquitoes 
'" Repels and prevents (inhibits) blood-feeding by biting flies 
• Repels and kills mosquitoes often before they have a chance to take a blood meal 
.. [(Prevents blood-feeding by) (Kills and repels)] mosquitoes 
• Repels biting flies 
• Repels [(annoying)(bothersome)(nuisance)] biting flies 
• Inhibits [(annoying)(bothersome )(nuisance)] biting flies 
• [(Prevents)(inhibits)] blood-feeding by biting flies 
e Kills mosquitoes that may carry heartworm disease 
• Repels and kills mosquitoes (Culex spp, Ochlerotatus spp, Aedes spp) which may be (a) 

vector(s) of heartworm (Dirofilaria imm;tis) for one month 
• Repels and prevents blood-feeding by biting flies 

[Lice and Sarcoptic mange mites] 
• (For treatment of)(Treats and controls)(Provides effective control of)(For treatment of 

infestations with)(Kills)(Stops existing) chewing lice (infestations) 
• Kills chewing lice 
• Lice: CERTISHIELD™ for dogs can kill biting and chewing lice for (up to) a [one] month, 

Apply monthly where lice control is consistently needed, 
• Sarcoptic mange mites: (CERTISHIELD™ for dogs) aids in (the) control of sarcoptic 

mange mites (that may cause sarcoptic mange) 
• CERTISHIELD™ for dogs aids in (the) control of sarcoptic mange mite infestations (that 

may cause sarcoptic mange). 
• (When applied monthly,) CERTISHIELD™ for dogs aids in (the) control of sarcoptic 

mange. 
• Aids in (the) control of sarcoptic mange mite infestations 
• Kills chewing and biting lice 
• (Also) Kills lice and aids in control of sarcoptic mange mites 
• Eliminates infestations with chewing lice 
• Aids in control of sarcoptic mange infestations 
• Controls existing chewing/biting lice infestations 
• Kills [(biting) (chewing)] lice 
• For control and prevention of [(biting) (chewing)] lice (infestation~) 
• Stops existing [(biting) (chewing)] lice infestations 
• Prevents and controls [(biting) (chewing)] lice (infestations) 
• Provides control of [(biting) (chewing)] lice (infestations) 
• Kills [(biting) (chewing)] lice and prevents further infestations 
• For control and prevention of (infestations with) [(biting) (chewing)] :ice 
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Reason to Issue: Product Registratior, 

[Miscellaneous: 

Date: 11/19/12 
Supersedes: 05/10/12 

" CERTISH!EUJ'r"' is waterproof and remains effective following bathing, shamoooin;; 
swimming (water immersion) or after exposure to rain or sunliQh: 

" Convenient topical treatment for dogs who enjoy the outaoor;;: 
., {Convenient){to use)(Easy to apply) spot-on applicatio-
" Persistent {sustained) efficacy through 30 days-
" Protects for {at least) one month 
• Convenient {easy to apply) topical treatment {with [patented] applicator)(that allows 

application down to the skin) 
• {Patented) applicator (trademark) for easy application directly to the skin 
• Quick-drying 
" For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for 

puppies and small dogs ONLY {8 weeks old or older) and 11-22.9 lbs. {0.034 fl. oz.)(l.O 
ml), medium dogs 23-44.9 lbs. (0.068 fl. oz.) (2.0 ml), large dogs 45-88.9 lbs. (0.135 fl. 
oz.) (4.0 ml), and extra-large dogs 89-132 lbs. (0.203 fl. oz.)(6.0 ml). 

• Easy, spot-on (topical) application 
o Guaranteed effective for {at least) one month 
o New {combination){formula for your dog(s))(first six months) 
• Non-greasy 
• {Formulated) for dogs that {enjoy)(love) the outdoors 
• Waterproof 
• Convenient to use 
• (3)(6) applicator(s) (1.0 ml, 2.0 ml, 4.0 ml, 6.0 ml) 
• (3)(6) applicator(s) (0.034 fl. oz., 0.068 fl. oz., 0.135 fl. oz., 0.203 fl. oz.) 
• (3)(6) applicator(s) (0.034 fl. oz. [1.0 ml], 0.068 fl. oz. [2.0 ml], 0.135 fl. oz. [4.0 ml], 

0.203 n. oz. [6.0 ml]) 
• (3)(6) applicator(s)(each) containing (0.034 fl. oz. [l.Oml], 0.068 fl. oz. [2.0 ml], 0.135 

fl. oz. [4.0 ml], 0.203 fl. oz. [6.0 ml]) 
• (3)(6) applicator(s) 
• (3)(6) monthly dose(s) [application(s)] 
• (3)(6) applicator(s) 
• This product is only for use on dogs and puppies {8 weeks or older and 11-22.9 

lbs.)(weighing 23 to 44.9 lbs.)(weighing 45 to 88.9 lbs.)(weighing 89 to 1321bs.) 
• Easy and convenient application(s) 
• Stops existing infestations and prevents establishment of new infestations 
e Convenient topical treatment for dogs 
• Quick onset of activity 
• Persistent efficacy through 30 days 
• Prevents {re- )infestation for one month 
• Once monthly application 
e CERTISHIELD™ is brought to you by the makers of FRONniNE® 
• Quick drying, non-greasy 
• {Convenient) (to use) Easy (to apply) spot-on (topical) applicatior. 
• No noticeable odors 
o Easy to use applicator makes treatment simple (trouble free, smootb.) a:1d comfnrtable for 

you and your our pet 
• Convenient, easy to apply topical solution 
e Starts working by (on) contact 
e (In) child-resistant packaging 
e Convenient (to use), easy to apply {topical solution) 
• Waterproof (remains effective after bathing and swimming) for up to four weeks (a 

month) (one month) 
• Remains effective after exposure to sunlight 
• Remains effective even after bathing, water immersion, or exposure to rain or sunlight 
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Reason to Issue: Product Registration 

~ Remains effective even after bathmg (and swimming 
e Remains effective after exposure to rain and/or sunligh: 
o Still works after bathing, swimming or exposure to sun!igr:_ 
e Maintains residual efficacy after bathing and swim min~ 

Date: 11/19/12 
Supersedes: 05/10/12 

" Remains effective after bathing (and swimming) [(for a month) (for one month) (for up to 
four weeks): 

• For dogs that enjoy the outdoors 
e For indoor and outdoor dogs 
.. Convenient topical treatment for dogs who enjoy the outdoors 
• Formulated for dogs that love the outdoors 
o For dogs that enjoy the outdoors 
• Illustration of flea life cycle 
• Illustration of tick life cycle 
• Illustration of mosquito life cycle 
• Illustration of mite life cycle 
• Illustration of louse life cycle 
• Illustration of flea 
• Illustration of tick 
• Illustration of mosquito 
• Illustration of mite 
• Illustration of louse 
• Picture or illustration of a dog (or puppy) 
• Picture or illustration of the Merial logo 
• Picture or illustration of the primary package (applicators) 
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Reason to Issue: Product Registration 

Draft Master Labe! 

Date: 11/19/12. 
Supersedes: 05/10/12 

Includes label text for four different applicator sizes corresponding to four dog weight 
ranges, and including a 3x and 6x applicator presentation. Optional text appears in 
brackets, 

(For alternate marketing text to use on carton and insert, see pages 11-16) 

(CARTON FRONT PANEL) 

CERTISHIELDTM for dogs 
[From the makers of FRONTLINE®] 

Picture of 
representative 

size dog 

[3][6] 
monthly 
dose(s) 

[Fast-Acting, long-lasting control of fleas, ticks, lice, biting flies and mosquitoes for use on (Dogs 
& Puppies ONLY 8 weeks or older and 11-22.9 lbs.) 
(Dogs ONLY 23- 44.9 lbs.) 
(Dogs ONLY 45- 88.9 lbs.) 
(Dogs ONLY 89 - 132 lbs.) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
For First Aid and other precautionary statements, refer to product package insert. 
READ THE ENTIRE LABEL BEFORE EACH USE 

ACTIVE INGREDIENTS 
Fipronil ................................................................. 6.01 °/o 
Permethrin * ................................................ , ........ 44.88°/o 
OTHER INGREDIENTS ................................... 49.11% 
TOTAL ................................................................. 100.0°/o 

*cis-trans ratio: max. 55%(+/-) cis and min. 45% (+/-)trans 

Net Contents: 3-[0.102 fl. oz. (3.0 ml), 0.204 fl. oz. (6.0 ml), 0.405 fl. oz. '.LeO ml',, 0.609 fl. 
~.(18.0ml)] · 
Net Contents: 6-[0.204 fl. oz. (6.0 ml), 0.408 fl. oz. (12.0 ml), 0.810 (24.<} ml), 1.21R-fl. oz. 
(36.0 ml)] 

Do Not Use on [1.5 x 1.5 em] 
Cats 

Pictogram DO NOT USE ON CATS 
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Reason to Issue: Product Registratior, Date: 11/19/E 
Supersedes: 05/10/1::: 

I CARTON BACK PANEc 

CERTISHIElDTI" for dogs 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS and DOMESTIC ANIMALS 

HAZARDS TO HUMANS 
Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with 
skin, eyes, or clothing. Wash hands thoroughly with soap and water after handling and before 
eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 
For external use on dogs ONLY. 

DO NOT USE ON CATS PICTOGRAM [1.5 x 1.5 em] 

DO NOT USE ON CATS- IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A 
RECENTLY TREATED DOG, THIS PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS 
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY. 

Do not use on puppies under 8 weeks of age or weighing less than 11 lbs. Individual 
sensitivities, while rare, may occur after using ANY pesticide product. Dogs may experience 
some temporary irritation at the site of product application. If signs of sensitivity occur, bathe 
your pet with mild soap or shampoo and rinse with large amounts of water. If signs of sensitivity 
occur and persist, contact a veterinarian immediately. If your dog has an unusual reaction to the 
initial application, consult a veterinarian before repeating application. Certain medications can 
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged, 
pregnant or nursing dogs, or animals known to be sensitive to pesticide products. Call 1-800M 
660-1842 for 24-hour assistance. 

FIRST AID 
IF SWALLOWED: • Call a poison control center or doctor 

immediately for treatment advice. 
• Have a person sip a glass of water if able to 

swallow. 
• Do not induce vomiting unless to:dto' do so 

by a poison control center or doc~or. 
• Do not give anything b)r' Mc'uth to an 

unconscious person. 
IF IN EYES: • Hold eye open and ri\\-:>'e _-slowl'/ -ariC gently 

with water for 15-20 mih•Jtes. 
• Remove contact lensc::;; df present, .::ifter the 

first 5 minutes, then c:opti,r.ue rinsir.g eye. 
.., Call a poison control center vr d::>ctor for 

treatment advice . 
IF ON SKIN OR CLOTHING: ., Take off contaminated clothing., 

., Rinse skin immediately with plenty' of water 
for 15-20 minutes. 

e Call a poison control center or doctor for 
treatment advice. 

Have product contai'ner or label with you when calling a poison control center or 
doctor or aoina for treatment or call 1~800-660-1842 for 24~hour assistance. 
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Reason to Issue: Product Registrattor, Date; 11/19/12_ 
Supersedes: 05/10/E 

tv1eria1 Limi(€~ 
3239 Satellite Bivc, 
Duluth, GA 30096-4640, USJ 

EPA Reg. No. 6533l-: 
EPA Est. No. 65331-FR-2 

(CARTON BACI< PANEL)(CONT'D. 

MADE IN FRANC:: 
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Please call our experts at 
1-800-660-1842 if you have any 
questions or comments about flea, 
tick, mosquito, biting fly and lice 
control or CERTISHIELD'"'. 
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Reason to Issue: Product Registratior 

(CARTON INSIDE FRONT PANEL 

DIRECTIONS FOR US:' 

Date: 11/19/12 
Supersedes: 05/10/12 

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do 
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE 
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR 
RABBITS. DO NOT USE ON OTHER ANIMALS. 
DO NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppies under 8 
weeks of age or weighing Jess than 11 Jbs. Do not split applicators between dogs. Do not use 
multiple applicators on one dog. Weigh your dog to be sure you are applying the right dose 
formulated for the weight of your dog. Overdosing your dog can result in serious illness. Do not 
bathe your dog within the first 24 hours after the product has been applied. 

If your dog is exhibiting signs of andjor is being treated for skin problems, talk to your 
veterinarian before applying any topical flea and tick control product. Do not apply more often 
than once a month. 

For use in DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and 
mosquitoes; to kill chewing lice and to aid in control of sarcoptic mange mites; to repel and 
prevent blood feeding by biting flies. Apply monthly according to the following directions: 

APPLICATION DIRECTIONS 
(Instructions for the 3xj6x Carton): 

How to Apply CERTISHIELD™ for dogs 

Step 1; TO REMOVE Applicator: Prior to opening, separate one blister by tearing along 
perforation. 
Step 2: TO OPEN, use scissors to cut along dotted line of single blister, then pull apart foil and 
remove the applicator. OR fold on line at corner, tear and open at slit and remove the applicator. 
Step 3: HOLD Applicator Upright away from you and your pet's face, cut applicator tip to 
open. Do not get the product in your dog's eyes or mouth. 
Step 4: Apply CERTISHIELD™ 
Part dog's hair until skin is visible. Place applicator tip directly against exposed sk•ll~ 'Fur small 
dogs and puppies (8 weeks or older) and weighing 11-22.9 lbs.: Deposit entire contents by 
squeezing the entire applicator contents onto dog's skin, at a single site,' i.J:~~:vveen-ttie 'Snoulder 
blades. For medium dogs 23-44.9 Jbs. or large dogs 45-88.9 lbs.: Appl~' the' product- evenly to 
three spots on the dog's back, starting between the shoulder blades an::! c?'1tinuirl£1 un to the 
second and third spots, squeezing the applicator until empty. For extra-laq::j_e- dogs 89-'132 lbs.: 
Apply the product evenly to four spots on the dog's back, starting betwP.eli the sh:::iu'Jd'e .. blades 
and continuing on to the second, third and fourth spots, squeezing the cppl•cator urltil empty. 
Ensure that CERTISHIELD™ for dogs is not applied superficially on dog's ticiir.' 
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Reason to Issue: Product Registratior. 

(CARTON INSIDE FLAPS' 

CER.TISHIELD™ tor dog:: 

Date: 11/19/12 
Supersedes: 05/10/12 

Repels and kills fieas, ticks, mosquitoes, and biting fiies, and kil!s chewing lice for up to a month. 
Fleas do not have to bite to diE 

CERTISHIELD™ for dogs provides efficacy against fleas and ticks with a rapid onset of activity 
in as little as 6 hours. The active ingredients in CERTISHIELDTM provide for fast acting and long
lasting control of fleas, ticks, chewing lice and mosquitoes on dogs. 

[PICTOGRAMS (icon with slash through)] 
Adult Flea 
AdultTick 
Chewing Lice 
Mosquitoes 
Biting Flies 
Sarcoptic mange mites 

®FRONTLINE is a registered trademark, and mcERTISHIELD is a trademark, of Merial. 
©2012 Merial Limited, Duluth, GA. 
All rights reserved. 
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Reason to lssue: Product Registratior' 

(PACKAGE INSERT FRONT 

CERTISHIElDTM for dogs 
For use ONLY on aogs and puppies 8 weeks or oiae-

Date: 11/19/12 
Supersedes: 05/10/12 

Convenient, fast-acting, long-lasting spot-on for treatment and control of fleas. ticKs 
mosquitoes, biting flies and chewing i1cs 

ACTIVE INGREDIENTS 
Fipronil. ................................................................ 6.01 °/c: 
Permethrin* ........................................................ 44.88°!( 
OTHER INGREDIENTS ................................. .49.11% 
TOTAL ................................................................ 100.0°/o 

*cis/trans ratio: max 55%(±) cis and min 45% (±)trans 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Carton for First Aid and Precautionary Statements. 

CERTISHIELD'" for Dogs 
Repels and kills fleas, ticks, and mosquitoes; repels biting flies and kills chewing lice 

• Repels and prevents blood feeding by biting flies and mosquitoes for up to a month 
• Persistent efficacy through 30 days 
" Effectively stops existing infestations and prevents re-infestations of fleas, ticks and 

chewing lice 
• Rapidly kills ticks which may transmit Lyme disease, Rocky Mountain spotted fever, 

Anaplasmosis, Babesiosis, canine Ehrlichiosis or cause tick paralysis 
o Starts rapidly killing fleas in as little as 6 hours, and ticks for an entire month, including 

Deer ticks, Brown Dog ticks, American Dog ticks, and Lone Star ticks 
o Kills fleas which may cause flea allergy dermatitis 
• Kills fleas that may transmit bartonellosis, turalemia and tapeworr"m'----------, 
• Repels and kills mosquitoes which may be a vector of 

heartworm (Dirofilaria fmmitis) for one month 
.. Aids in control of sarcoptic mange infestations 
.. Can be used on dogs and puppies 8 weeks or older 
e Fast-acting 
e Convenient to use 

DIRECTIONS FOR USE 

Do not use on cats 
pictogram 

DO NOT USE ON CATS 
[1.5 x 1.5 em] 

It is a violation of Federal law to use this product in any manner inconsistcnt-v:ith it.; labeling. Do 
not allow children to apply product. TO PREVENT HARM TO YOU AND YOu'~ .COG, R~;=Ao ENTIRE 
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTION$. AND PREC"AUl IONARY 
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NC•T USE ON CATS OR 
RABBITS. DO NOT USE ON OTHER ANIMALS. 
DO NOT USE ON CATS 

FOR EXTERNAL USE ON DOGS ONLY. Do not use on dogs or puppies under 8 weeks of age or 
weighing less than 11 lbs. Do not split pipettes between dogs. Do not use multiple pipettes on 
one dog. Weigh your dog to be sure you are applying the right dose formulated for the weight of 
your dog. Overdosing your dog can result in serious illness. Do not bathe your dog within the 
first 24 hours after the product has been applied. If your dog is exhibiting signs of and/or is 
being treated for skin problems, talk to your veterinarian before applying any topical flea and 
tick control product. 
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Reason to Issue: Product Registratior: 

(PACKAGE INSERT BACK 

Date: 11/19/12 
Supersedes: 05/10/12 

(Ooen tne chilo" resistant packaging accordmg to tne insl:ructions found on the inside front panel 
of the carton' 

FREQUENCY OF APPLICATIOI\ 
Fleas, ticks, and chewing lice infestations can be controlled with monthly applications of 
CERTISHIELD™ for Dogs. Biting flies and mosquitoes are repelled by CERTISHIELD™ for 
Dogs. 
CERTISHIELD™ for Dogs can start killing adult fleas within 6 hours and lasts for up to three 
months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if 
re"infestation is likely. 
CERTISHIELDT"" for Dogs can kill ticks for at least a month. Apply monthly where tick control is 
consistently needed. 
CERTISHIELD™ for Dogs can kill biting and chewing lice for up to a month. Apply monthly 
where lice control is consistently needed. 
CERTISHIELDTM for Dogs aids in the control of sarcoptic mange. 
When applied monthly, CERTISHIELDTM for Dogs repels and prevents blood feeding by biting 
flies and mosquitoes for up to a month. 

Wait at least 30 days before re"application of CERTISHIELD™ for Dogs. Avoid contact with 
treated area until dry. CERTISHIELD™ remains effective even after bathing, water immersion, 
or exposure to sunlight. A monthly application of CERTISHIELO™ kills and repels fleas, all 
stages of ticks, mosquitoes, biting flies, and chewing lice. Do not apply more than once a month. 
Research demonstrates that CERTISHIELD™ remains effective even after bathing, water 
immersion, or exposure to sunlight. 

PESTICIDE STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposal. 
STORAGE. Store unused product in original container only in a cool dry place, out of reach of 
children and animals. 
PESTICIDE DISPOSAL. If partly filled: Call your local solid waste agency or 1"800"CLEANUP 
for disposal instructions. Never place unused product down any indoor or outdoor drain. 
CONTAINER DISPOSAL. If empty: Nonrefillable container. Do not reuse or refill this 
container. Place in trash or offer for recycling, if available. 

How Supplied 
For easy and convenient application, CERTISHIELD™ for dogs is availabl<dD sizes fur small dogs 
& puppies ONLY 8 weeks or older and 11"22.9 lbs., medium dogs 23"4..;.,9 lbs., large', dogs 45" 
88.9 lbs., and extra" large dogs 89"132 lbs. -

WARRANTY 
Seller makes no warranty, expressed or implied, concerning the use of this p.-oduct o~her than 
indicated on the label. To the extent consistent with applicable law, buyer aSSUmes c.ll _ri~~ of use 
and handling of this material when such use and handling are contrary to the label instructions. 

Questions or Comments? 
Call: 1"800"660-1842, 
Monday"Friday, Sam"Spm EST 

EPA Reg. No. 65331-8 

Merial Limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA 

CERTISHIELD....., is a trademark of Merial. 
©2012 Merial Limited, Duluth, GA. 
All rights reserved. 
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Reason to Issue: Product Regis(ratlor Date: 11/19/12 
Supersedes; 05/10/12 

(COMPLIANCE CAR[: 

(FRON7 

See otner side for mar:: 

CERTISHIELD™ for dogs 

Some tips and other information; 
DO NOT USE ON CATS. 

Pipette 
pictogram 

To successfully control fleas, ticks, chewing lice, mosquitoes, biting flies and sarcoptic 
mange mites, all dogs must be treated with their own dose of CERTISHIELD™. 

Tick 
pictogram 

Adult flea 
pictogram 

Chewing lice 
pictogram 

Apply according to label instructions, ensuring the product is applied to the skin. Do not apply on 
top of the haircoat. It may be helpful to remove the collar before application, so it doesn't absorb 
the product. 

Remember, your dog needs to be dry at the time CERTISHIELD™ is applied and remain dry 24 
hours after application. 

Verify applicator is empty after applying to your dog. 

Even indoor.dogs need flea and tick control because you or other dogs in the household 
may bring fleas and ticks into the home. 

Mosquito 
pictogram 

Biting fly 
pictogram 

(BACK) 
Do not use on 

Calendar reminder stickers cats pictogram 

To ensure continued protection of your dog, use these stickers as a reminder to apply and re
purchase CERTISHIELDTM. 

After treating your pet for the first time, peel off the sticker and place on your calendar that day. 

Place the remaining stickers on your calendar as a reminder to apply CERTISHIELD™ monthly. 

Don't forget to re-purchase! 

6 months 
Use all 6 stickers 

3 months 

5 stickers that read "Apply 
CERTISHIELD™", with the 6th sticker 

"Re-purchase CERTISHIELD™" 

QUESTIONS? Contact your veterinarian or call our technical experts at 1-800-660-1842, 
Monday-Friday, 8am-8pm. For more information, visit www.CERTISHIELD™.com. 

CERTISHIELD™ is a trademark of Merial. 
©2012 Merial Limited, Duluth, GA. All rights reserved. 
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Reason to Issue: Product Registratior: 

(LABEL ON INDIVIDUAL APPLICATOr, 

CERTISHIELD™ for Dogs 

6.01% fiproni. 
44.88% Permethrin 

Date: 11/19/E 
Supersedes: 05/10/1:2 

ONLY for dogs & puppies (8 weeks or older and 11-22.9 lbs.) 
(23-44.9 lbs.)(45-88.9 lbs.)(89-132 lbs.) 

EPA Reg. No. 65331-8 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

Lot No. 

(0.034)(0.068)(0.135)(0.203) fl. oz. 

Do not use on 
cats plctogram 

Page 9 of 16 
128



Reason to Issue: Product Registratior 

(LABEL ON BLISTER PAct<: 

CERTISHIELDTM f'or Do~~ 

(0.034 fl. oz.) 
(0.068 fl. oz.) 
(0.135 fl. oz.) 
(0.203 fl. oz.) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

(DOG 22.9)(DOG 44.9)(DOG 88.9)(DOG 132) 

Lot No. 

\i 
' ~ '= 
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Reason to Issue: Product Registratior: 

Alternate marketing text for carton or !nser: 

Date: 11/19/12 
Supersedes: 05/10/12 

CERTISHIELD™ for dogs [starts rapidly killing fieas and ticks within 6 nours providing c 
convenient, effective treatment for fleas and ticks]. CERTISHIELDTM kilis and repels fleas. 
mosquitoes, biting flies, and kills chewing lice; ONLY for (dogs and puppies 8 weeks or older anci 
11-22.9 lbs)(dogs weighing 23- 44.9 lbs)(dogs weighing 45- 88.9 lbs)(dogs weighing 89- 132 
lbs). 

[Multiple Infestations] 
• Starts rapidly killing fleas (in) (as little as) (6 hours), and kills ticks including Deer ticks, 

Brown dog ticks, American dog ticks, and Lone Star ticks 
• Kills and repels ticks, mosquitoes and biting flies 
• Repels and kills mosquitoes for up to four weeks 
• Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky 

Mountain Spotted Fever, Babesiosis, or cause tick paralysis 
• (Kills)(Stops)(Controls) existing infestations and prevents re-infestations of fleas and 

ticks 
• Fast-acting, starts killing fleas (in)(as little as) (6 hours) 
• Long-lasting for (1 month against ticks)(and)(3 months against fleas) 
• Re-infestation of fleas, ticks and mosquitoes, (biting, chewing) lice and biting flies is 

prevented for a (one) month or longer 
• After application, CERTISHIELD™ spreads over the dog's body to provide (full body) (all 

over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice 
• CERTISHIELD™ provides ongoing protection against fleas, ticks, mosquitoes, biting flies, 

and chewing lice [for at least one month (30 days)] 
• Effective monthly treatment of fleas and ticks 
e Easy, fast, effective control of fleas and ticks that lasts at least 1 month (30 days) 
• Using the (patented)(trademark) applicator, CERTISHIELDTM is specially designed to 

spread over the dog's body providing effective control of fleas and ticks 
• Prevents relnfestation (of fleas)(of ticks) for up to one month 
• Monthly treatment is recommended for optimal control and prevention of fleas and ticks 
• Proven treatment technology for (the control of) flea(s)(infestations), (ticks), 

(mosquitoes), (biting flies), (and chewing lice) 
• CERTISHIELD™ uses (different)(multiple) modes of actiol'l to kill 

(ticks)(fleas)(mosquitoes)(chewing lice)(sarcoptic mange mites)(biting flies) 
• For convenient, quick-acting, long-lasting control of fleas, ticks, mosquitoes and lice. 
• (When) Applied topically on a monthly basis, CERTISHIELD™ foujs££ repelS and kills 

fleas, ticks and mosquitoes, kills (biting, chewing) lice, aids in cor:.trO: cf sarcopUc mange 
mites and repels (and inhibits blood feeding) biting flies and mosolJi_toes. 

• CERTISHIELD™ contains the active ingredients fipronil and permethrih, wh·lch'Control 
infestations caused by fleas, ticks and lice; repel (against) biting flies,-and re:peis <.md kills 
mosquitoes. · · · 

• Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mosquitu!:::!S 
• Repels and kills fleas and ticks 
• Repels fleas, ticks, biting flies and mosquitoes 
• For the control and prevention of flea [and lice] infestations 
• Flea, tick, (biting and chewing) lice infestations can be controlled with monthly 

applications of CERTISHIELD™ for dogs. 
• Biting flies and mosquitoes are (also) repelled by CERTISHIELD™ for dogs. 
.. Monthly application against fleas, ticks and mosquitoes 
• Kills fleas, ticks and mosquitoes for (up to) one month 
• Monthly application is recommended for control and prevention of fleas, ticks and 

mosquitoes 

Page 11 of 16 130



Reason to Issue: Product Registratior, 

,, Long lasting flea, tick and mosquito control for your oe:: 

Date: 11/19/12 
Supersedes: 05/10/12 

" CERTISHIELD™ for dogs is indicated for the prevention and control of fieas, ticK::: 
mosquitoes, and lice on dogs and puppies 8 weeks of age and alae~ 

., Kills fleas, ticks, mosquitoes, lice, and aids in control of sarcootic mange mire~ 

., Kills and repels fleas, ticks, and mosquitoes 

[Fleas] 
"' Prevents fleas on treated dogs from infesting your home 
• Kills fleas on dogs within (in) (as little as) (6 hour) and continues to prevent infestations 

for a month 
• Kills fleas (before they lay eggs) (that may transmit bartonellosis and tapeworm disease) 
• Kills fleas which may cause flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELDTM rapidly 
kills fleas and may reduce the incidence of this condition . 

., CERTISHIELD™ kills existing fleas on dogs within (6 hours). 
• Re-infesting fleas are killed within (6 hours) with protection against further flea 

infestation lasting at least four weeks. Pre~existing pupae in the environment may 
continue to emerge for six weeks or longer depending upon climatic conditions. 

• Prevents fleas on treated dogs from infesting your home. 
• Kills fleas on dogs within (6 hours) and continues to prevent infestations for a month. 
• Approximately 95% of the flea population in a household infestation are immature flea 

stages that live in the dog's environment 
• May reduce the incidence of flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD'M rapidly 
kills fleas and may reduce the incidence of FAD 

., CERTISHIELD™ is useful for dogs susceptible to flea allergy dermatitis (FAD) 
• Regular use of CERTISHIELD™ breaks the flea life cycle 
• Kills (newly emerged) fleas (before they lay eggs) for up to 12 weeks 
• CERTISHIELD'M for dogs can kill adult fleas in 6 hours (and lasts) for (up to) 12 weeks. 

Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if 
reinfestation is likely . 

., Kills newly emerged adult fleas prior to egg laying 
• Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm) 
• Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia) (and ~d.,Jcworm 

infestations) 
• Kills fleas (within 6 hours) that may transmit bartonellosis and tul(lr~mi1 
• Acts to kill fleas that may transmit bartonellosis and tularemia 
" Kills fleas that may serve as an intermediate host for tapeworms (Dipvlidium-c.anioum) 
• Kills fleas that may serve as an intermediate host for cysticercoids' O(tapewo! ms 
• Kills fleas that may serve as hosts for life cycle intermediates of tapeworms 
.. Kills (adult) fleas (within 6 hours) that may cause Flea Allergy Dertn?titis (FAD) (Or) (flea~ 

bite anemia) 
• Fleas do not have to bite to die 
• Controls highly [irritating] [annoying] [flea] bites 
e CERTISHIELD™ for dogs rapidly kills fleas that may cause FAD (Flea Allergy :J€rr.1atitis) 
• Kills adult fleas for up to 3 months (12 weeks) 
• Kills fleas 
e Easy to apply, control of (for) fleas that lasts up to 3 months (12 weeks) 
• CERTISHIELD™ for dogs kills fleas on your dog 
., Once a month topical flea control for dogs and puppies 8 weeks of age or older 
o CERTISHIELO™ for dogs is indicated for the prevention and control of fleas on dogs and 

puppies 8 weeks of age and older 
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Reason to Issue: Product Registratior, Date: 11/19/12 
Supersedes: 05/10/12. 

~ One application prevents further flea infestations for up to (12 weeks) ([three] months·. 
• Monthly treatment (all year) is recommended for control and orevention of fiea:: 
o Provides ongoing protection against fleas 
o Stops existing flea infestations by (rapidly) killing adult fieas 
.. Kills fleas before they lay eggs 
o Prevents [Stops] re~infestations by killing adult fleas (before they Jay eggs) 
o Treatment with CERTISHIELD™ rapidly kills fleas which may cause flea allergy 

dermatitis [FAD] or flea bite hypersensitivity 
o Use flea [prevention] [protection] year~ round 

[Ticks] 
o Kills all stages of ticks infesting dogs 
e (Rapidly)(kills)(ticks)(which may cause)(which may transmit) Lyme disease, 

(Ehrlichiosis), (Anaplasmosis), (Babesiosis), (Tick Paralysis), (Rocky Mountain Spotted 
Fever), and (Southern Tick Associated Rash Illness) 

o Kills ticks for (up to)(at least) 4 weeks 
o CERTISHIELD™ for dogs rapidly kills all stages of ticks, including Deer ticks, Brown dog 

ticks, American dog ticks, and Lone Star ticks 
• Kills and repels ticks 
• Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, 

ehrlichiosis, and heartworm disease. 
o Ticks: CERTISHIELD™ for dogs can kill ticks for (up to) a [one] month, Apply monthly 

where tick control is consistently needed. 
• Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and 

Deer ticks (that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, 
ehrlichiosis and anaplasmosis) 

• Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that 
may transmit Rocky Mountain Spotted Fever), Brown dog ticks and Lone Star ticks (that 
may transmit ehrlichiosis) for up to one month (4 weeks) 

• Kills Brown dog ticks (Rhipicephalus spp.), American dog ticks (Dermacentor variabilis), 
Deer ticks (Ixodes spp.) and Lone Star ticks (Amblyomma americanum) for up to one 
month (4 weeks). 

• Kills Amblyomma americanum (Lone Star ticks) for 4 weeks (for up to one month). 
• Monthly application against ticks 
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Reason to Issue: Product Registratior 

[Mosquitoes and biting fiies~ 
., Kills mosquitoes 
.. Kills mosquitoes for up to (28 days)(four weeks) (a [one] month, 
.. Repels and inhibits blood feeding by biting flies and mosquitoes 

Date: 11/19/12 
Supersedes: 05/10/12 

.. Biting flies and mosquitoes: When applied monthly, CERT!SHIELD™ for dogs (prevents 
blood feeding by) (and) repels) biting flies and mosquitoes for (up to) 4 weeks (a [one] 
month) 

.. Repels and prevents blood-feeding by biting flies and mosquitoes for up (one) a month 
e Repels and kills mosquitoes for up to four (4) weeks 
.. Prevents blood feeding by mosquitoes 
.. Repels and prevents (inhibits) blood-feeding by biting flies 
e Repels and kills mosquitoes often before they have a chance to take a blood meal 
• [(Prevents blood-feeding by) (Kills and repels)] mosquitoes 
• Repels biting flies 
• Repels [(annoying)(bothersome)(nuisance)] biting flies 
• Inhibits [(annoying)(bothersome )(nuisance)] biting flies 
e [(Prevents)(inhibits)] blood-feeding by biting flies 
• Kills mosquitoes that may carry heartworm disease 
• Repels and kills mosquitoes (Culex spp, Ochlerotatus spp, Aedes spp) which may be (a) 

vector(s) of heartworm (Dirofilaria immitis) for one month 
• Repels and prevents blood-feeding by biting flies 

[Lice and Sarcoptic mange mites] 
• (For treatment of)(Treats and controls)(Prov!des effective control of)(For treatment of 

infestations with)(Kills)(Stops existing) chewing lice (infestations) 
• Kills chewing lice 
e Lice: CERTISHIELDr"' for dogs can kill biting and chewing lice for (up to) a [one] month. 

Apply monthly where lice control is consistently needed. 
.. Sarcoptic mange mites: (CERTISHIELD™ for dogs) aids in (the) control of sarcoptic 

mange mites (that may cause sarcoptic mange) 
• CERTISHIELD™ for dogs aids in (the) control of sarcoptic mange mite infestations (that 

may cause sarcoptic mange). 
e (When applied monthly,) CERTISHIELD™ for dogs aids in (the) control of sarcoptic 

mange. 
• Aids in (the) control of sarcoptic mange mite infestations 
" Kills chewing and biting lice 
e (Also) Kills lice and aids in control of sarcoptic mange mites 
• Eliminates infestations with chewing lice 
• Aids in control of sarcoptic mange infestations 
" Controls existing chewing/biting lice infestations 
• Kills [(biting) (chewing)] lice 
" For control and prevention of [(biting) (chewing)] lice (infestations) 
• Stops existing [(biting) (chewing)] lice infestations 
.. Prevents and controls [(biting) (chewing)] lice (infestations) 
e Provides control of [(biting) (chewing)] lice (infestations) 
e- Kills [(biting) (chewing)] lice and prevents further infestations 
• For control and prevention of (infestations with) [(biting) (chewing)] lice 
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Reason to Issue: Product Registratior 

[Mfscellaneousj 

Date: 11/19/12 
Supersedes: 05/10/12 

& CERTISHIELD™ is waterproof and remains effective following bathing, shampoom; 
swimming (water immersion) or after exposure to rain or sunlight 

• Convenient topical treatment for dogs who enjoy the outdoors 
e (Convenient)(to use)(Easy to apply) spot-on applicatio.-
e Persistent (sustained) efficacy through 30 ciay~ 
• Protects for (at least) one month 
• Convenient (easy to apply) topical treatment (with [patented] applicator)(that allows 

application down to the skin) 
" (Patented) applicator (trademark) for easy application directly to the skin 
• Quick-drying 
., For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for 

puppies and small dogs ONLY (8 weeks old or older) and 11-22.9 lbs. (0.034 fl. oz.)(l.O 
ml), medium dogs 23-44.9 lbs. (0.068 fl. oz.) (2.0 ml), large dogs 45-88.9 lbs. (0.135 fl. 
oz.) (4.0 ml), and extra-large dogs 89-132 lbs. (0.203 fl. oz.)(6.0 ml). 

• Easy, spot-on (topical) application 
• Guaranteed effective for (at least) one month 
• New (combination)(formula for your dog(s))(first six months) 
• Non-greasy 
• (Formulated) for dogs that (enjoy)(love) the outdoors 
• Waterproof 
• Convenient to use 
• (3)(6) applicator(s) (1.0 ml, 2.0 ml, 4.0 ml, 6.0 ml) 
• (3)(6) applicator(s) (0.034 fl. oz., 0.068 fl. oz., 0.135 fl. oz., 0.203 fl. oz.) 
• (3)(6) applicator(s) (0.034 fl. oz. [1.0 ml], 0.068 fl. oz. [2.0 ml], 0.135 fl. oz. [4.0 ml], 

0.203 fl. oz. [6.0 ml]) 
• (3)(6) applicator(s)(each) containing (0.034 fl. oz. [l.Oml], 0.068 fl. oz. [2.0 ml], 0.135 

fl. oz. [4.0 ml], 0.203 fl. oz. [6.0 ml]) 
• (3)(6) applicator(s) 
• (3)(6) monthly dose(s) [application(s)] 
• (3)(6) applicator(s) 
• This product is only for use on dogs and puppies (8 weeks or older and 11-22.9 

lbs.)(weighlng 23 to 44.9 lbs.)(weighing 45 to 88.9 lbs.)(weighing 89 to 132 lbs.) 
• Easy and convenient application(s) 
" Stops existing infestations and prevents establishment of new infestations 
• Convenient topical treatment for dogs 
• Quick onset of activity 
• Persistent efficacy through 30 days 
• Prevents (re- )infestation for one month 
• Once monthly application 
• CERTISHIELD™ is brought to you by the makers of FRONTLINE®., 
• Quick drying, non~greasy 
• (Convenient) (to use) Easy (to apply) spot-on (topical) application 
• No noticeable odors 
.. Easy to use applicator makes treatment simple (trouble free, smooth) and C0·11iVI table for 

you and your our pet 
• Convenient, easy to apply topical solution 
• Starts working by (on) contact 
• (In) child-resistant packaging 
" Convenient (to use), easy to apply (topical solution) 
• Waterproof (remains effective after bathing and swimming) for up to four weeks (a 

month) (one month) 
• Remains effective after exposure to sunlight 
• Remains effective even after bathing, water immersion, or exposure to rain or sunlight 
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Reason to Issue: Product Registratior, 

" Remains effective even after bathing (and swimming: 
o Remains effective after exposure to rain and/or sunligh: 
e Still works after bathing, swimming or exposure to sunligh: 
o Maintains residual efficacy after bathing and swim min; 

Date: 11/19/12 
Supersedes: 05/10/12 

e Remains effective after bathing (and swimming) [(for a month) (for one month) (for up to 
four weeks) J 

o For dogs that enjoy the outdoors 
o For indoor and outdoor dogs 
., Convenient topical treatment for dogs who enjoy the outdoors 
"' Formulated for dogs that love the outdoors 
o For dogs that enjoy the outdoors 
• Illustration of flea life cycle 
• Illustration of tick life cycle 
• Illustration of mosquito life cycle 
• Illustration of mite life cycle 
o Illustration of louse life cycle 
• Illustration of flea 
• Illustration of tick 
• Illustration of mosquito 
• Illustration of mite 
" Illustration of louse 
• Picture or illustration of a dog (or puppy) 
o Picture or illustration of the Merial logo 
" Picture or illustration of the primary package (applicators) 
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Do.Jso& 8 weeks 11•22 9 
Puppies or older • 

ONLY and LBS 

DOGS AND PIIPPJES ONLY 8 WElKS 
ORO!DERAIID 

11-22.9!M 
Netconrer>t<: 3(6)-0.034 ft oz_ 
(1.0 mD app/icarors 

Foe 
Dogs 
ONLY 

FRONT 

SMALL 

DOGS 

89-132 ... , 
DOGS ONLY 
89-132 ... 

D~g; 23•44.9 
ONLY LBS 

DOGS ONLY 
23-44.9., 
Net Contenrs: 3(6)-0.068 fl. oz. 
(2.0 mO appffcaf.;l.;• -

EXTRA LARGt ' , 

DOGS 

Ner Con rents: 3(6)-0.203 fl. oz. 
(6.0 mO appffcators 

MEDIUM 

D8GJ 
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"' 8 week• 11·22 9 Dogs& 
Puppies or older • 

ONLY ond LBS 

Fo' 23-44.9 Dogs 
ONLY ,., 

Fo' 89-132 Dogs 
ONLY ,., 

·p~N~S<lJ st461 '11\f '\(!) '41n1nD 'patiWilleuaw ll OlC: 
'I~IJUVo/ 10 '~JCWUpCJ! e Sllf131HSI1U3~ru oue 
·~~ooape~ paJBISitiare So 3NIUNDUf(ii 

'Bfp Ol BlJq Ol fJil!?l/ lOU Op S!?fJ/;i 'IJlUOW !? 
o~ dn JOJ a~u 6UfMBI/~ S/ffJi pue 'sa!IJ 6umq 

pue 'sao~fnbsow 'SJP!l 'seaJJ Sl/fJi pue Sfada1:f 

BEJOO C/0.3 

.. 013/HSI..Ll:/3:::1 

tCERT/SHIELD. 
~-·- FOR DOGS 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS and DOMESTIC ANIMALS 

HAZARDS TO HUMANS 
Harm lui if swallowed or absorbad through the skin. Causes eye 
im'tation. Avoid contact with skin, eyes, or clothing. Wash hands 
thoroughly with soap and waw after handling and be/ore 
eating, drih!ling, chewing gum, using tobacco, or using the 
toilet. 
HAZARDS TO DOMESTIC ANIMALS 
For exlernal use on dogs ONLY. 

~ 
00 NOT USE ON CATS· IF INGESTED BY 
A CATTHATHAS ACTIVELY GROOMED A 
RECENTLY Tl\EATEO OOG, THIS PRODUCT 
MAY HAVE SERIOUS HARMFUL EFFECTS. 
IF THIS OCCURS, CONTACT YOUR 
VETERINARIAN IMMEDIATELY. 

Oo not usa on puppies under B weeks of age or weighing less 
than t llbs.lndividual sensitivities, while rare, may occur after 
using ANY posticide product. Dogs may experience some 
temporary irritation at the site ol product application. If signs of 
sensitivity occur, bathe your pel with mild soap or shampoo and 
rinse with largo omounts o/ water. II signs of sensitivity occur 
and persist contoct a veterinarian immediately. If your dog has 
an unusual rooction 10 the initial application. consult a 
veterinarian before re eo tin • p g pp lication. Certain medications 
can interact with pesticides. Con so~ a ueterinarian balore using 
on medicatad, dobilimted, aged, pregnant or nursing dogs, or 
animals known 10 be sensitive to pesticide products. 
Call l·g00-660·1942 lor 24·hour assistance. 

Pleo" coil ooro>pen• a! 
t-800·6li0· tB42 it you have 

'"V que<tioos or '"'"'"""'' 
about noa, MI.. '""'~"~"· 

Oiting tlv and lito oonlrol or 
CERTISHIElO" 

FIRST AID 

·~····,. 
/ '' ;a;'' 
.-.-~'>/ ;: .,_-_,;>; 
..........,..- .. 

IF SWALLOWED: • Call a poison control center or doctor 
immediately lor treatment aduice. 
• Have a person sip a glass ol water if able 
to swallow. 
• Do not induce vomiting unless told to do 
so by a poison control center or doctor, 
• Do not give anything by mouth to an 
unconscious person. 

IF IN EYES: • Hold eye open and rinse slowly and 
gentlywhhwatertor 15-20 minutes. 
• Remove contactlenses, il present, after 
the tirst5 minute;, !hen continue rinsing eye. 
• Call a poison control center or doctor lor 
trealment advice. 

IF ON SKIN • Take off contaminated clothing. 
OR CLOTHING: • Rinse skm immediately Wilh plenty of 

water lor 15·20 minoles. 
• Call a poison control center or doctor for 
treatment eduice. 

Have product container or label with you when caffing 
a poison control ccnler or doctor, or going tor treatment. 

or calf 1-800-660-18421or 24-hourcssistance. 

Me rial timnod 
3239 Sare~ote Blvd. 
Oul"!h, GA 30096-4640, USA EPA Reg. No_ 05331·8 
MAOE Jr./ fRANCE EPA E:il No. 65331-Ffl-2 

·•~w•Pu•w 
o~doo rtS '"!I; liu0!8 '"Ol!"~'"V'I o>n ~U!MO~ I : >10!lllnPif '"~llii'Pif 

SMALL 
DOGS 

MEDIUM 
DOGS BACK 

EXTRA LARGE 
DOGS 

·s~op oo saOI!nbsow poe aou ~o!Mai.j~ '"lf"!l 'seau jO !C.t:Cl
~o!tSel·5ool poe BoltOe )Sej JOj SP!II,Jd ..._Q13HiSIJ.Il33 

O! swa1paJ5o! a11!1~e aqJ. ·s.~noq 9 se'df,ll, to J! l4!11!t~e jO 
taSM P!d~J ~ qi!M s~O!t pu~ seB!ftSo!e~e A~e~!UD 

sap1110Jd s60(I JOj wu013HiSIJ.IB!l 
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INSIDE 

DIRECTIONS FOR USE 
It is a violation o! Fodomllaw to use this ptoduct in ony mannor mcons1swnt w1th its latwlmg. Do not alloo·. 
childten to apply ptoduct. TO PREVENT HARM TO YOU ANO YOUR DOG. READ ENTIRE lABEl AND DIRECTIONS 
BEFORE EACH USE. FOlLOW All DIRECTIONS ANO PRECAUTIONARY STATEMENTS CAREFUllY. FOR EXTERNAl 
USE ON DOGS ONLY. 00 NOT USE ON CATS OR RABBITS. 00 NOT USE ON OTHER ANIMAlS. 
DO NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not uso on dogs or puppios under 8 woeks of age or 
weighing less than lllbs. Do not split app~cators botwoen dogs. Oo not uso multipla opplicators on one dog. 
Weigh yout dog to bo sure you are applying tha right doso !otmulotod !or the weight o! your dog. Ovetdosing your 
dog can resu~ in serious illness, Oo not botlm your dog within the hrst 24 hours after the product has been 
applied. 

II your dog is exhibiting signs of and/or is boing treated lor skin probloms, talk to your veterinarian before applying 
any topicalliM and tick control product. Do not apply more often than once a month. 

For uso in DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and mosqu~oes; to kill chewing 
~ce and to aid in control of sarcoptic mange mites; to repel and prevent blood feeding by b~ing flies. Apply 
monthly accOT ding to the following ~ilections: 

How to apply 

o __ 

w 
zCERTISH/ELD-

. FORDOGS 

TO REMOVE Applicator; 
Prior to opening 
separate one blist~r 
by tearing along perioration. 

TO OPEN, 
use scissol'$ to cut olong 
doned line o! single blister, 
then pull apart foil 
and remove tho applicator. 
Q_F! fold on lino ot comer, 
tear and op~n aulit 
and remove tha oppUcator. 

0 

l ><g 
hWe 

HOLD Applicator Uprighl 
uwoy from you ond your pet's loco. 
cut opplicotor tip with scissors to open. 
Do not get the product in your dog's 
ayes or mouth. 

APPLY CERTISHIELD'" 
Port dog's hairuntil skin is visible. Place 
applicator tip directly against exposed skin. 
Apply the product evenly to three spots on 
th e dog's ba ck, srn rtlng betwl!en the shou lder 
blades and continuing on To the second and 
third spots, squeezlng the applicaroruntil empty. 
Ensure that CERTISHIELDTM fur Dogs is nOT 
appliBd superficially on dog's hoir. 

APPLY CERTISHIELD" 
Part dog's hair until skin is visible. Place 
applicotor tip directJy against exposed skin. 
Deposit entire contents by squewing the 
entire appicaror contents omo dog's skin, 
at a single site, between the shoulder blades. 
Ensure that CERTISHIElD"' lor Dogs is nOT 
appUed superficially on dog's hair. 

APPLY CERTISHIELD"' 
Part dog's hair until skin is visible. Place 1 

MEDIUM and 
LARGE DOGS 

SMALL 
DOGS 

appflcatortip<ftrectJyagil<\sie>o~sod,;J;:.,, 1 E',·,'',.RA LARGE 
Apply the product evenly ro lou' spots'~n the ·~ 
dog's back, startlng batwl!en the rh-ulder 
blades and continuing onrothesecond, third · iJOGS 
and fuurth spots, squeerin!J rite a~p,cmor until J • 
empty. Ensure that CERTISHI8 ~"'loi Dogs is 
not appfted superficially or, d;J;'s ,,..,; 
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. &ERTI5HI£LD-
---- FOR DOGS 

I 
" 

For use ONLY on dogs and puppies 8 weeks or older 
Convenient, fast-acting, long-tasting spot-on for treatment 
and control of fleas, ticks, mosquitoes, biting Dies and 
chewing lice 

ACTIVE INGREDIENTS 
Fipronil.. . ......................................................... 6.01% 
PermetMrin+ .......................................................................... 44.88% 
OTHER INGREDIENTS.... . .......................... .49.11% 
TOTAL... . ........................... 100.0% 
'ciS/tr.m< ratio: max 55% 1=1 ds and min 45% l±ftrans 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Carton for First Aid and Precautionary Statements. 

CERTfSHfELO""' for Dogs 
Repels and kills fleas, ticks, and mosqu1toes; repels b~ing flies 
and kills chewing lice 
• Repels and prevents blood feeding by biting flies and mosqui

toes for up to a month 
• Persistent efficacy through 30 days 
• Effectively stops existing infestations and prevents re·infes· 

tations of fleas, ticks and chewing lice 
• Rapidly kills ticks which may transmit Lyme disease, Rocky 

Mountain spotted feuer, Anaplasmosis, Babesiosis, canine 
Ehrlich iosis or cause tick para lysis 

• Starts rapid!y killing fleas in as little as 6 hours, and ticks for 
an entire month, including Oeer ticks, Brown Oog ticks, 
American Oog ticks, and Lone Star ticks 

• Kills fleas which may cause flea allergy dermatitis 
• K1lls fleas that may transmit bartonellosis, turalemia and 

tapeworm 
• Repels and kills mosquitoes wh1ch may be a vector of 

heartworm (DiroflJan"a immitisl. for one month 
• Aids in comrol of sarcoptic mange infestations 
• Can be used on dogs and puppies 8 weeks or older 
• Fast-acting 

• Convenient to use ~ 
DO NOT USE ON CATS 

DIRECTIONS FOR USE 
It is a violation of Federallawto use this product in any manner 
inconsistent With its labeling. Do not allow children to apply 
product TO PREVENT HARM TO YOU AND YOUR DOG, READ 
ENTIRE lABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW 
ALL DIRECTIONS ANO PRECAUTIONARY STATEMENTS 
CAREFULLY. FOR EXTERNAL USE ON ODGS ONLY. DO NOT USE 
ON CATS DR RABBITS. DO NOT USE ON OTHER ANIMALS. 
00 NOT USE ON CATS 
FOR EXTERNAL USE ON OOGS ONLY. Do not use on dogs or 
puppies under8 weeks of age or weighing less than lllbs. Do 
not split pipettes betvveen dogs. Oo not use multiple pipettes 
on one dog. Weigl1 your dog to be sure you are applying the 
right dose formulated for the weight of your dog. Overdosing 

j ------~~------
FRONT 

i your dog can result in serious illness. Do not bathe your dog 
within lhe first 24 hours after the product Mas been applied. If 
your dog is exhibiting s1gns of and/or is bemg treated lor skin 
problems, talk to your veterinarian before applying any topical 
flea and tick control product 
Open the child-resistant packaging according to the instruc· 
tion s found on the in side front panel of the carton. 

FREQUENCY OF APPLICATION 
Fleas, ticks, and chewing lice inlestations can be controlled 
wilh monthly applications of CERT!SHIELO"" for Dogs. Biting 
flies and mosquitoes are repelled by CERTfSHfELO,.., for Dogs. 
CERT!SHfELO,.., forOogs can start killing aduk fleas within 6 
hours and lasts for up to three months. Apply monthly if your 
dog has fleas that may cause flea allergy dermatitis (FAOI, or if 
re-infestation is likely. 
CERTISHIELO,.., for Oog$ can kill ticks for al least a month. 
Apply month!y where tick comrol is consistently needed. 
CERT!SHIELO,.., forOogs can kill biting and chewing lice for up 
to a month. Apply momhly where lice control is consistently 
needed. 
CERTISHIELO,.., for Oogs aids 1n the control ol sarcoptic 
mange. 
When applied monthly, CERTISHIELO,.., for Oogs repels and 
prevents blood feeding by biting flies and mosquitoes for up to 
a month. 
Wait atleast30 days before re-application of CERTISHfELO"" 
for Oogs. Avoid contact with treated area until dry. 
CERTISHfELO,.., remains effective even after bathing, water 
immersiOn, or exposure to sunlight A monthly application ol 
CERTISHIELO,.., kills and repels fleas, all stages of ticks. 
mosquitoes, biting flies, and chewing lice. Do not apply more 
than once a monlh. Research demonstrates that 
CERTISHfELO"" remains effective even after bathing, water 
immersion. or exposure to sun1'1ght 

PESTICIDE STORAGE AND DISPOSAL 
Oo not contaminate water, food. or feed by storage or disposal. 
STORAGE. Store unused product in original container only in a 
cool dry place, out ol reach of children and animals. 
PESTICIDE DISPOSAL If partly filled: Call your local solid 
waste agency or 1-800-CLEANUP for disposal instructions. 
Never place unused product down any indoor or outdoor drain 
CONTAINER DISPOSAL ff empty: Nonrefillable container. Do 
not reuse or refill this comainer. Place in trash or offer for 
recycling, il ava'1lable. 

How Supplied 
For easy and convenient application. CERTISHIELO"' for dogs 
is available in si2es for small dogs & puppies ONLY 8 weeks or 
older and 11-22.g lbs .. medium dogs 23·44_g lbs., large dogs 
45-88.g lbs., and extra-large dogs 89-1321bs. 

WARRANTY 
Seller makes no warranty, expressed or implied,'concerning 
the use of this product other than indicated on the',abel. Tv the 
extent consistent with applicablb la~v,'<JL~~r assurr:a~ a11 risk of 
use and handling of this materia: whe.1 s~ch use and h.-ndling 
are contrary to the label instruciions. 

Questions or Comments? 
Call: 1-800-660-1842. 
Monday-Fnday, 8am-8pm EST 

EPA Reg. No. 65331·8 

Medal Limitod 
3239 Satellite Blvd 
Duluth, GA 30096-46>10, USA 

_·Is atrademd. c~ Uerial. 

©:)r2 rv'Jiiallimffed, Ou'u!h, GA. 
All l!ghts re;erved. 

:L~-------~~--~-------~--~~------------------_1 
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Small 

~{ 1J 
\ ";¥ ~~~ ~ 5 KEEP OUT KEEP OUT 

,">· WINo. '.;, OF REACH OF REACH 
OF CHILDREN i DOG 22 9 '~ OF CHILDREN 

CAUTION 0.034 fl. O~. ~- CAUTION 
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CAUTION: 

, DOG 22.9 
~\ 0,034 fl. oz. 

I'!' toll#- ,..-~ii' .. 

11; ,·~"'"'" 
' "' 6. ~ ' 

' ' 

KEEP OUT ';{ ... 
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OF CHILDREN 
CAUTION 

OF CHILDREN 
CAUTION DOG 88.9 

0.135 fl. oz. 
", 

~o- .CERTJ5H£!..o- ,C£Rn9-1Fl.n- .CERnSHIELD- ·CE.R 
- FtffftiCJGS FOR DOGS FORtiorJS FOROOGS I 

® -~ ® - ® _.....,@ .......... @ 
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::JGS FOROOGS FOROOGS FOROOGS FOROOG 

D01!339 
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••• 
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" DOG44.9 

0.068 fl. oz. ':· CAUTION ' 0.068 fl. oz. 

I£LD"" CERTISHtEl...D- .i:E:Rn9-1Fl o-.c~o- .CE.RTISHIEI 
)Q/35 FOROOGS Fi:ffitiOff;s -·FtffftiOGs F0/'1001 - ®-®-®-~ ® ~ 
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0.203 fl. oz. 
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OF REACH 
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CAUTION 
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~ \ tO! No.. ">'tf_"!~~ CAUTION 
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OJJ34 fl. oz. 0.068 fLoz. 0.135 fLoz. 0,203 fLoz. 

Small dog Med1um dog l~rge dog Xlorge dog 

Fipronil side· ALL SIZES 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Certified Mail: 7008 3230 0000 9482 3340 

Timothy (Tim) A Dotson, Director 
Regulatory Affairs US 
Merial Limited 
3239 Satellite Boulevard, Building 500 
Duluth, GA 30096-4640 

OFFICE OF 
I'REVENT!O", PESTICIDES 
At\D TOXIC SUBSTANCES 

August 3, 2012 

Subject: Meeting of June 13 2012, discussing a proposal to self certify another packaging design other than 
the Frontline Packaging similar to the FRONTLINE® Plus For Dogs, EPA Reg. No. 65331~5 which was 
utilized fOr purposes of registration of EPA Reg. No. 65331-8. 
Product Name: Tradename for Dogs 
EPA registration No.: 65331-8. 

Dear Mr. Dotson; 

The Agency has reviewed and discussed Merial's Child Resistant Packaging (CRP) self certification 
proposal presented at the June 13,2012 meeting at the Office of Pesticide Program's Offices. The Agency 
cannot accept this proposal, and have determined that additional data will be required per the documentation 
written by Rosalind Gross (attached). This documentation does not consider any other variant fill weights, 
or unit packaging than those presented at the June 13, 2012 meeting. Such variants may require additional 
CRP and/or Companion Animal Safety Studies (CASS) to adequately address the data requirements. When 
conducting CRP packaging testing, please fol!ow the guidance document attached with this letter. Since 
these studies are not part of the conditions of registration, they must be submitted in accordance with the 
Pesticide Registration Improvement Act (PRIA), which is part of the Federal1nsecticide, Fungicide and 
Rodenticide Act as amended (FIFRA). 

Regards, 

f!4<'-- !&.J,L 
Richard f Gebken 
Product Manager PM10 
Office of Pesticide Programs 

Attachment: Rosalind Gross memo entitled "EPA Registration Number 65331-8 Additional Data Requirements Per ;June i3. 
2012 Afeetingwith ,-\Ieriaf' 
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EPA Registration Number 65331-8 

Additional Data Requirements 

Per June 13, 2012 Meeting with Merial 

EPA Registration Number 65331-8 is currently registered as a single pipette (1x) 
hanging card and a 3x and 6x blister card. The single pipette (1x) is the same shape 
and style green pipette and hanging card as is used on Frontline Plus EPA Registration 
Number 65331-5. The 3x and 6x blister card has the same shape and style green 
pipette and blister packaging as is used on Frontline Plus EPA Registration Number 
65331-5. 

1 

At a June 13, 2012 meeting Merial indicated they are not currently marketing this 
package. Merial stated they want to market the product in a 1, 2, 4, and 6 ml filled 
pipette with a single chamber resembling the two chamber pipette used for EPA 
Registration Number 65331-7. Furthermore, they want these pipettes to be in the same 
pouches used for EPA Registration Number 65331-7 and to be sold as a 1 x, 3x, and 6x 
size package. EPA Registration Number 65331-7 pipette sizes are 1.07ml, 2.14ml, 
4.28ml, and 6.42ml. It was agreed at the meeting that the differences in the pipette and 
pouch used for 65331-7 versus the ones to be used for 65331-8 would require 
additional CRP test data. The test data would need to include at a minimum the 
following: 

• Child-Resistant Effectiveness test for 4ml size pipette filled with water in a single 

pouch with the same Senior Adult Effectiveness (SAUE) directions used in 
testing EPA Registration Number 65331-7 

• Senior Adult Effectiveness test for 4ml size pipette filled with water in a single 

pouch with the same Senior Adult Effectiveness (SAUE) directions used in 
testing EPA Registration Number 65331-7 

• Child-Resistant Effectiveness test for 6ml size pipette filled with wat0r-:as two 

"three pouch cards" (6x) with the same Senior Adult Effectivene~~ {S.D:.UE):' 
directions used in testing EPA Registration Number 65331-7 

• Senior Adult Effectiveness test for 6ml size pipette filled with wat~rr~g-two "three 

pouch cards" (6x) wtth the same Senior Adult Effectiveness (SAUE) directi•>,>s 
used in testing EPA Registration Number 65331-7 

The additional data was conditionally limited to the 4 aforementioned studies, 
provided the results were not marginal passes per 16 CFR 1700.15(b) and 
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2 

1700.20. If the results were marginal passes per 16 CFR 1700.15(b) and 1700.20 
more testing could be required. Merial is not marketing the product under its 
currently approved packaging (resembling Frontline Plus, EPA Registration Number 
65331-5). The new packaging (1, 2, 4, and 6 ml filled pipette with a single chamber 
in a pouch resembling the two chamber pipette and pouch used for EPA Registration 
Number 65331-7) should be evaluated as a replacement package not as an 
additional/alternate package. This would mean that EPA Registration Number 
65331-8 could not be marketed in a package (resembling Frontline Plus, EPA 
Registration Number 65331-5). 
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Reason to Issue; Product Registration 

Draft Master Label 

Date: 01/10/13 
Supersedes: 11/19/12 

Includes label text for four different applicator sizes corresponding to four dog weight 
ranges, and including a lx, 3x and 6x applicator presentation. Optional text appears in 
brackets. 

(For alternate marketing text to use on carton and insert, see pages 12-17) 

(CARTON FRONT PANEL) 

CERTISHIELDTM for dogs 
[From the makers of FRONTLINE®] 

Picture of 
representative 

size dog 

[3][6] 
monthly 
dose(s) 

[Fast-Acting, long-lasting control of fleas, ticks, lice, biting flies and mosquitoes for use on (Dogs 
& Puppies ONLY 8 weeks or older and 11-22.9 lbs.)] 
(Dogs ONLY 23- 44.91bs.) 
(Dogs ONLY 45-88.9 lbs.) 
(Dogs ONLY 89- 132 lbs.) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
For First Aid and other precautionary statements, refer to product package insert. 
READ THE ENTIRE LABEL BEFORE EACH USE 

ACTIVE INGREDIENTS 
Fipronil ......................... ., ...................................... 6.01 °/o 
Permethrin* ......................................................... 44.88°/o 
OTHER INGREDIENTS .................................. .49.11% 
TOTAL ....... ., ........................................................ 10Q.0°/o 

*cis-trans ratio: max. 55%(+/-) cis and min. 45% (+/-)trans 

Net Contents: 1-[0.034 fl. oz. (1.0 ml), 0.068 fl. oz. (2.0 ml), 0.135 fl. oz. ( 4.0 ml), 0.203 fl. 
oz. (6.0 ml)] 
Net Contents: 3-[0.102 fl. oz. (3.0 ml), 0.204 fi. oz. (6.0 ml), 0.405 fl. oz. (12.0 ml), 0.609 fi. 
oz. (18.0 ml)] 
Net Contents: 6-[0.204 fl. oz. (6.0 ml), 0.408 fl. oz. (12.0 ml), 0.810 (24.0 ml), 1.218 fi. oz. 
(36.0 ml)] 

Do Not Use on [1.5 x 1.5 em] Track & Trace 
Cats 

Pictogram DO NOT USE ON CATS 

Page 1 of 17 
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Reason to Issue: Product Registration Date: 01/10/13 
Supersedes: 11/19/12 

(CARTON BACK PANEL) 

CERTISHIELDTM for dogs 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS and DOMESTIC ANIMALS 

HAZARDS TO HUMANS 
Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with 
skin, eyes, or clothing. Wash hands thoroughly with soap and water after handling and before 
eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 
For external use on dogs ONLY. 

DO NOT USE ON CATS PICTOGRAM (1.5 x 1.5 em] 

DO NOT USE ON CATS- IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A 
RECENTLY TREATED DOG, THIS PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS 
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY. 

Do not use on puppies under 8 weeks of age or weighing less than 11 lbs. Individual 
sensitivities, while rare, may occur after using ANY pesticide product. Dogs may experience 
some temporary irritation at the site of product application. If signs of sensitivity occur, bathe 
your pet with mild soap or shampoo and rinse with large amounts of water. If signs of sensitivity 
occur and persist, contact a veterinarian immediately. If your dog has an unusual reaction to the 
initial application, consult a veterinarian before repeating application. Certain medications can 
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged, 
pregnant or nursing dogs, or animals known to be sensitive to pesticide products. Call 1-800-
660-1842 for 24-hour assistance. 

FIRST AID 
IF SWALLOWED: • Call a poison control center or doctor 

immediately for treatment advice. 
• Have a person sip a glass of water if able to 

swallow. 
• Do not induce vomiting unless told to do so 

by a poison control center or doctor. 
• Do not give anything by mouth to an 

unconscious oerson. 
IF IN EYES: • Hold eye open and rinse slowly and gently 

with water for 15-20 minutes. 
• Remove contact lenses, if present, after the 

first 5 minutes, then continue rinsing eye. 
• Call a poison control center or doctor for 

treatment advice. 
IF ON SKIN OR CLOTHING: • Take off contaminated clothing. 

• Rinse skin immediately with plenty of water 
for 15-20 minutes. 

• Call a poison control center or doctor for 
treatment advice. 

Have product container or label with you when calling a poison control center or 
doctor or aoina for treatment or call 1-800-660-1842 for 24-hour assistance. 

Page 2 of 17 
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Reason to Issue: Product Registration Date: 01/10/13 
Supersedes: 11/19/12 

(CARTON BACK PANEL)(CDNT'D.) 

Meriallimited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA 

EPA Reg. No. 65331-8 
EPA Est. No. 65331-FR-2 

MADE IN FRANCE 

Page 3 of 17 

Satisfaction 
Guaranteed 

Graphic 

Please call our experts at 
1-B00-660-1842 if you have any 
questions or comments about flea, 
tick, mosquito, biting fly and lice 
control or CERTISHIELD,.,.,. 
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Reason to Issue: Product Registration 

(CARTON INSIDE FRONT PANEL) 

DIRECTIONS FOR USE 

Date: 01/10/13 
Supersedes: 11/19/12 

It is a violation of Federal Jaw to use this product in any manner inconsistent with its labeling. Do 
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE 
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR 
RABBITS. DO NOT USE ON OTHER ANIMALS. 
DO NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppies under 8 
weeks of age or weighing less than 11 lbs. Do not split applicators between dogs. Do not use 
multiple applicators on one dog. Weigh your dog to be sure you are applying the right dose 
formulated for the weight of your dog. Overdosing your dog can result in serious illness. Do not 
bathe your dog within the first 24 hours after the product has been applied. 

If your dog is exhibiting signs of and/or is being treated for skin problems, talk to your 
veterinarian before applying any topical flea and tick control product. Do not apply more often 
than once a month. 

For use in DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and 
mosquitoes; to kill chewing lice and to aid in control of sarcoptic mange mites; to repel and 
prevent blood feeding by biting flies. Apply monthly according to the following directions: 

APPLICATION DIRECTIONS 
(Instructions for the 3x/6x Carton): 

How to apply TIS RTISHIELCY 
-- "-::::- - FCJ R DOGS 

o.······· •·· 
·~' -"';" · .. 
:, - -! - ;' 
. . . 

'· 
- --- -- - -

TO REMOVE Applicator. 
PrioriD opnnlng 
sap:ra1aeaobliPDr 
bytoaring ;long porforation. 

0 TOOPEN. 
use tcilstn to cut along 
dattlld lino of singlo b~stor, 
th11n puH apart foil 
~nd 111movotha applicamr. 
OR fold on !ino at comor, 
hat lndOptl at :!:lit 
and romovotho applicator. 

Step 3: HOLD Applicator Upright away from you and your pet's face, cut applicator tip to 
open. Do not get the product in your dog's eyes or mouth. 
Step 4: Apply CERTISHIELD™ 
Part dog's hair until skin is visible. Place applicator tip directly against exposed skin. For small 
dogs and puppies (8 weeks or older) and weighing 11~22.9 lbs.: Deposit entire contents by 
squeezing the entire applicator contents onto dog's skin, at a single site, between the shoulder 
blades. For medium dogs 23-44.9 lbs. or large dogs 45-88.9 lbs.: Apply the product evenly to 
three spots on the dog's back, starting between the shoulder blades and continuing on to the 
second and third spots, squeezing the applicator until empty. 

Page 4 of 17 
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Reason to Issue: Product Registration 

(CARTON INSIDE FRONT PANEL)(CONT'D.) 

Date: 01/10/13 
Supersedes: 11/19/12 

For extra-large dogs 89-132 lbs.: Apply the product evenly to four spots on the dog's back, 
starting between the shoulder blades and continuing on to the second, third and fourth spots, 
squeezing the applicator until empty. Ensure that CERTISHIELD™ for dogs is not applied 
superficially on dog's hair. 

(CARTON INSIDE FLAPS) 

CERTISHIELD™ for dogs 
Repels and kills fleas, ticks, mosquitoes, and biting flies, and kills chewing lice for up to a month. 
Fleas do not have to bite to die. 

CERTISHIELDT.., for dogs provides efficacy against fleas and ticks with a rapid onset of activity 
in as little as 6 hours. The active ingredients in CERTISHIELD™ provide for fast acting and long
lasting control of fleas, ticks, chewing lice and mosquitoes on dogs. 

[PICTOGRAMS (icon with slash through)] 
Adult Flea 
Adult Tick 
Chewing Lice 
Mosquitoes 
Biting Flies 
Sarcoptic mange mites 

®FRONTLINE is a registered trademark, and ™CERTISHIELD is a trademark, of Merial. 
©2012 Merial Limited, Duluth, GA. 
All rights reserved. 
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Reason to Issue: Product Registration 

(PACKAGE INSERT FRONT) 

CERTISHIELD'M for dogs 
For use ONLY on dogs and puppies 8 weeks or older 

Date: 01/10/13 
Supersedes: 11/19/12 

Convenient, fast-acting, long-lasting spot-on for treatment and control of fleas, ticks, 
mosquitoes, biting flies and chewing lice 

ACTIVE INGREDIENTS 
Fipronil ................................................................. 6.01 °/o 
Permethrin* ....................................................... .44.88°/o 
OTHER INGREDIENTS ................................. .49.11% 
TOTAL ................................................................ 100.0°/o 

*cis/trans ratio: max 55%(±) cis and min 45% (±)trans 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

See Carton for First Aid and Precautionary Statements. 

CERTISHIELD™ for Dogs 
Repels and kills fleas, ticks, and mosquitoes; repels biting flies and kills chewing lice 

• Repels and prevents blood feed'rng by biting flies and mosquitoes for up to a month 
• Persistent efficacy through 30 days 
• Effectively stops existing infestations and prevents re-infestations of fleas, ticks and 

chewing lice 
• Rapidly kills ticks which may transmit Lyme disease, Rocky Mountain spotted fever, 

Anaplasmosis, Babesiosis, canine Ehrlichiosis or cause tick paralysis 
• Starts rapidly killing fleas in as little as 6 hours, and ticks for an entire month, including 

Deer ticks, Brown Dog ticks, American Dog ticks, and Lone Star ticks 
• Kills fleas which may cause flea allergy dermatitis 
• Kills fleas that may transmit bartonellosis, turalemia and tapeworr"m'----------, 
• Repels and kills mosquitoes which may be a vector of 

heartworm (Dirofilaria immitis) for one month 
• Aids in control of sarcoptic mange infestations 
• Can be used on dogs and puppies 8 weeks or older 
• Fast-acting 
• Convenient to use 

DIRECTIONS FOR USE 

Do not use on cats 
pictogram 

DO NOT USE ON CATS 
[1.5 x 1.5 em] 

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do 
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE 
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY 
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR 
RABBITS. DO NOT USE ON OTHER ANIMALS. 
DO NOT USE ON CATS 

Page 6 of 17 
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Reason to Issue: Product Registration 

(PACKAGE INSERT FRONT)(CONT'D.) 

(Instructions for the lx blister pack): 

To open. 
ure scBsors to cut idong dotted line of single blister, 

then putf apart foil and remove the applicator. 
Or 

l'ok:l on line at cotnet.. 
tear and open atdit and remove the appfkator. 

Date: 01/10/13 
Supersedes: 11/19/12 

(Open the child-resistant packaging according to the instructions found on the inside front panel 
of the carton) 

FOR EXTERNAL USE ON DOGS ONLY. Do not use on dogs or puppies under 8 weeks of age or 
weighing less than lllbs. Do not split pipettes between dogs. Do not use multiple pipettes on 
one dog. Weigh your dog to be sure you are applying the right dose formulated for the weight of 
your dog. Overdosing your dog can result in serious illness. Do not bathe your dog within the 
f1rst 24 hours after the product has been applied. If your dog is exhibiting signs of and/or is 
being treated for skin problems, talk to your veterinarian before applying any topical flea and 
tick control product. 

Page 7 of 17 

152



Reason to Issue: Product Registration 

(PACKAGE INSERT BACK) 

FREQUENCY OF APPLICATION 

Date: 01/10/13 
Supersedes: 11/19/12 

Fleas, ticks, and chewing lice infestations can be controlled with monthly applications of 
CERTISHIELD™ for Dogs. Biting flies and mosquitoes are repelled by CERTISHIELD™ for 
Dogs. 
CERTISHIELD™ for Dogs can start killing adult fleas within 6 hours and lasts for up to three 
months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis {FAD), or if 
re-infestation is likely. 
CERTISHIELD™ for Dogs can kill ticks for at least a month. Apply monthly where tick control is 
consistently needed. 
CERTISHIELDT"' for Dogs can kill biting and chewing lice for up to a month. Apply monthly 
where lice control is consistently needed. 
CERTISHIELDT"' for Dogs aids in the control of sarcoptic mange. 
When applied monthly, CERTISHIELDT"' for Dogs repels and prevents blood feeding by biting 
flies and mosquitoes for up to a month. 

Wait at least 30 days before re-application of CERTISHIELDT"' for Dogs. Avoid contact with 
treated area until dry. CERTISHIELD™ remains effective even after bathing, water immersion, 
or exposure to sunlight. A monthly application of CERTISHIELDT"' kills and repels fleas, all 
stages of ticks, mosquitoes, biting flies, and chewing lice. Do not apply more than once a month. 
Research demonstrates that CERTISHIELDT"' remains effective even after bathing, water 
immersion, or exposure to sunlight. 

PESTICIDE STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposal. 
STORAGE. Store unused product in original container only in a cool dry place, out of reach of 
children and animals. 
PESTICIDE DISPOSAL. If partly filled: Call your local solid waste agency or 1-800-CLEANUP 
for disposal instructions. Never place unused product down any indoor or outdoor drain. 
CONTAINER DISPOSAL. If empty: Nonrefillable container. Do not reuse or refill this 
container. Place in trash or offer for recycling, if available. 

How Supplied 
For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for small dogs 
& puppies ONLY 8 weeks or older and 11-22.9 !bs., medium dogs 23-44.9 lbs., large dogs 45-
88.9 lbs., and extra-large dogs 89-132 lbs. 

WARRANTY 
Seller makes no warranty, expressed or implied, concerning the use of this product other than 
indicated on the [abel. To the extent consistent with applicable law, buyer assumes all risk of use 
and handling of this material when such use and handling are contrary to the label instructions. 

Questions or Comments? 
Call: 1-800-660-1842, 
Monday-Friday, 8am-8pm EST 

EPA Reg. No. 65331-8 

Merial Limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640, USA 

CERTISHIELD"" is a trademark of Merial. 
©2012 Merial Limited, Duluth, GA. 
All rights reserved. 
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Reason to Issue: Product Registration 

(COMPLIANCE CARD) 

(FRONT) 

See other side for more 

CERTISHIELD™ for dogs 

Some tips and other information: 
DO NOT USE ON CATS. 

Date: 01/10/13 
Supersedes: 11/19/12 

Pipette 
pictogram 

Tick 
pictogram 

Adult flea 
pictogram 

To successfully control fleas, ticks, chewing lice, mosquitoes, biting flies and sarcoptic 
mange mites, all dogs must be treated with their own dose of CERTISHIELD™. 

Chewing lice 
pictogram 

Apply according to label instructions, ensuring the product is applied to the skin. Do not apply on 
top of the haircoat. It may be helpful to remove the collar before application, so it doesn't absorb 
the product. 

Remember, your dog needs to be dry at the time CERTISHIELDT.., is applied and remain dry 24 
hours after application. 

Verify applicator is empty after applying to your dog. 

Even indoor dogs need flea and tick control because you or other dogs in the household 
may bring fleas and ticks into the home. 

Mosquito 
pictogram 

Biting fly 
pictogram 

(BACK) 
Do not use on 

Calendar reminder stickers cats pictogram 

To ensure continued protection of your dog, use these stickers as a reminder to apply andre~ 
purchase CERTISHIELDTM. 

After treating your pet for the first time, peel off the sticker and place on your calendar that day. 

Place the remaining stickers on your calendar as a reminder to apply CERTISHIELD™ monthly. 

Don't forget to re-purchase! 

6 months 
Use all 6 stickers 

3 months 

5 stickers that read "Apply 
CERTISHIELD™", with the 6th sticker 

"Re~purchase CERTISHIELDn," 

QUESTIONS? Contact your veterinarian or call our technical experts at 1~800-660-1842, 
Monday-Friday, 8am-8pm. For more information, visit www.CERTISHIELD™.com. 

CERTISHIELD™ is a trademark of Merial. 
©2012 Me rial Limited, Duluth, GA. All rights reserved. 
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Reason to Issue: Product Registration 

(LABEL ON INDIVIDUAL APPLICATOR) 

CERTISHIELOTM for Dogs 

6.01% fipronil 
44.88% Permethrin 

Date: 01/10/13 
Supersedes: 11/19/12 

ONLY for dogs & puppies (8 weeks or older and 11-22.9 !bs.) 
(23-44.91bs.)(45-88.91bs.)(89-132 lbs.) 

EPA Reg. No. 65331-8 

KEEP OUT OF REACH OF CHILOREN 
CAUTION 

Lot No. 

(0.034)(0.068)(0.135)(0.203) fl. oz. 

Do not use on 
cats pictogram 
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Reason to Issue: Product Registration 

(LABEL ON BLISTER PACK) 

CERTISHIELDTM for Dogs 

(0.034 fl. oz.) 
(0.068 fl. oz.) 
(0.135 fl. oz.) 
(0.203 fl. oz.) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

(DOG 22.9)(DOG 44.9)(DOG 88.9)(DOG 132) 

Lot No. 
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Reason to Issue: Product Registration 

Alternate marketing text for carton or insert 

Date: 01/10/13 
Supersedes: 11/19/12 

CERTISHIELD™ for dogs [starts rapidly killing fleas and ticks within 6 hours providing a 
convenient, effective treatment for fleas and ticks]. CERTISHIELD™ kills and repels fleas, 
mosquitoes, biting flies, and kills chewing lice; ONLY for (dogs and puppies 8 weeks or older and 
11-22.9 lbs.)(dogs weighing 23 - 44.9 lbs.)(dogs weighing 45 - 88.9 lbs.)(dogs weighing 89 -
132 lbs.). 

[Multiple Infestations] 
• Starts rapidly killing fleas (in) (as little as) (6 hours), and kills ticks including Deer ticks, 

Brown dog ticks, American dog ticks, and Lone Star ticks 
• Kills and repels ticks, mosquitoes and biting flies 
• Repels and kills mosquitoes for up to four weeks 
• Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky 

Mountain Spotted Fever, Babesiosis, or cause tick paralysis 
• (Kills)(Stops)(Controls) existing infestations and prevents re-infestations of fleas and 

ticks 
• Fast-acting, starts killing fleas (in)(as little as) (6 hours) 
• Long-lasting for (1 month against ticks)(and)(3 months against fleas) 
• Re-infestation of fleas, ticks and mosquitoes, (biting, chewing) lice and biting flies is 

prevented for a (one) month or longer 
• After application, CERTISHIELD™ spreads over the dog's body to provide (full body) (all 

over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice 
• CERTISHIELDT"" provides ongoing protection against fleas, ticks, mosquitoes, biting flies, 

and chewing lice [for at least one month (30 days)] 
• Effective monthly treatment of fleas and ticks 
• Easy, fast, effective control of fleas and ticks that lasts at least 1 month (30 days) 
• Using the (patented)(trademark) applicator, CERTISHIELD™ is specially designed to 

spread over the dog's body providing effective control of fleas and ticks 
• Prevents reinfestation (of fleas)(of ticks) for up to one month 
• Monthly treatment is recommended for optimal control and prevention of fleas and ticks 
• Proven treatment technology for (the control of) flea(s)(infestations), (ticks), 

(mosquitoes), (biting flies), (and chewing lice) 
• CERTISHIELD™ uses (different)(multiple) modes of action to kill 

(ticks)(fleas)(mosquitoes)(chewing lice)(sarcoptic mange mites)(biting flies) 
• For convenient, quick-acting, long-lasting control of fleas, ticks, mosquitoes and lice. 
• (When) Applied topically on a monthly basis, CERTISHIELD™ for dogs repels and kills 

fleas, ticks and mosquitoes, kills (biting, chewing) lice, aids in control of sarcoptic mange 
mites and repels (and inhibits blood feeding) biting flies and mosquitoes. 

• CERTISHIELD™ contains the active ingredients fipronil and permethrin, which control 
infestations caused by fleas, ticks and lice; repel (against) biting flies, and repels and kills 
mosquitoes. 

• Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mosquitoes 
• Repels and kills fleas and ticks 
• Repels fleas, ticks, biting flies and mosquitoes 
• For the control and prevention of flea [and lice] infestations 
• Flea, tick, (biting and chewing) lice infestations can be controlled with monthly 

applications of CERTISHIELD™ for dogs. 
• Biting flies and mosquitoes are (also) repelled by CERTISHIELD™ for dogs. 
• Monthly application against fleas, ticks and mosquitoes 
• Kills fleas, ticks and mosquitoes for (up to) one month 
• Monthly application is recommended for control and prevention of fleas, ticks and 

mosquitoes 
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Reason to Issue: Product Registration 

• Long lasting flea, tick and mosquito control for your pet 

Date: 01/10/13 
Supersedes: 11/19/12 

• CERTISHIELD™ for dogs is indicated for the prevention and control of fleas, ticks, 
mosquitoes, and lice on dogs and puppies 8 weeks of age and older 

• Kills fleas, ticks, mosquitoes, lice, and aids in control of sarcoptic mange mites 
• Kills and repels fleas, ticks, and mosquitoes. 

[Fleas] 
• Prevents fleas on treated dogs from infesting your home 
• Kills fleas on dogs within (in) (as little as) (6 hour) and continues to prevent infestations 

for a month 
• Kills fleas {before they lay eggs) (that may transmit bartonellosis and tapeworm disease) 
• Kills fleas which may cause flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis {FAD). Treatment of dogs with CERTISHIELD™ rapidly 
kills fleas and may reduce the incidence of this condition. 

• CERTISHIELD™ kills existing fleas on dogs within {6 hours). 
• Re-infesting fleas are killed within (6 hours) with protection against further flea 

infestation lasting at least four weeks. Pre-existing pupae in the environment may 
continue to emerge for six weeks or longer depending upon climatic conditions. 

• Prevents fleas on treated dogs from infesting your home. 
• Kills fleas on dogs within (6 hours) and continues to prevent infestations for a month. 
• Approximately 95% of the flea population in a household infestation are immature flea 

stages that live in the dog's environment 
• May reduce the incidence of flea allergy dermatitis 
• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder 

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly 
kills fleas and may reduce the incidence of FAD 

• CERTISHIELD™ is useful for dogs susceptible to flea allergy dermatitis (FAD) 
• Regular use of CERTISHIELD™ breaks the flea life cycle 
• Kills (newly emerged) fleas {before they lay eggs) for up to 12 weeks 
• CERTISHIELD™ for dogs can kill adult fleas in 6 hours {and lasts) for (up to) 12 weeks. 

Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if 
reinfestation is likely. 

• Kills newly emerged adult fleas prior to egg laying 
• Kills fleas {within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm) 
• Kills fleas {within 6 hours) that may transmit bartonellosis, {tularemia) {and tapeworm 

infestations) 
• Kills fleas {within 6 hours) that may transmit bartonellosis and tularemia 
• Acts to kill fleas that may transmit bartonellosis and tularemia 
• Kills fleas that may serve as an intermediate host for tapeworms (Dipylidium caninum) 
• Kills fleas that may serve as an intermediate host for cysticercoids of tapeworms 
• Kills fleas that may serve as hosts for life cycle intermediates of tapeworms 
• Kills {adult) fleas (within 6 hours) that may cause Flea Allergy Dermatitis {FAD) (or) (flea-

bite anemia) 
• Fleas do not have to bite to die 
• Controls highly [irritating} [annoying} [flea] bites 
• CERTISHIELD™ for dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermatitis) 
• Kills adult fleas for up to 3 months {12 weeks) 
• Kills fleas 
• Easy to apply, control of (for) fleas that lasts up to 3 months {12 weeks) 
• CERTISHIELD™ for dogs kills fleas on your dog 
• Once a month topical flea control for dogs and puppies 8 weeks of age or older 
• CERTISHIELD™ for dogs is Indicated for the prevention and control of fleas on dogs and 

puppies 8 weeks of age and older 
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Reason to Issue: Product Registration Date: 01/10/13 
Supersedes: 11/19/12 

• One application prevents further flea infestations for up to {12 weeks) {[three] months) 
• Monthly treatment {all year) is recommended for control and prevention of fleas 
• Provides ongoing protection against fleas 
• Stops existing flea infestations by {rapidly) killing adult fleas 
• Kills fleas before they lay eggs 
• Prevents [Stops] re-infestations by killing adult fleas {before they lay eggs) 
• Treatment with CERTISHIELD™ rapidly kills fleas which may cause flea allergy 

dermatitis [FAD] or flea bite hypersensitivity 
• Use flea [prevention] [protection] year-round 

[Ticks] 
• Kills all stages of ticks infesting dogs 
• {Rapidly){kills){ticks){which may cause){which may transmit) Lyme disease, 

{Ehrlichiosis), {Anaplasmosis), {Babesiosis), {Tick Paralysis), {Rocky Mountain Spotted· 
Fever), and {Southern Tick Associated Rash Illness) 

• Kills ticks for {up to){at least) 4 weeks 
• CERTISHIELD™ for dogs rapidly kills all stages of ticks, including Deer ticks, Brown dog 

ticks, American dog ticks, and Lone Star ticks 
• Kills and repels ticks 
• Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, 

ehrlichiosis, and heartworm disease. 
• Ticks: CERTISHIELD™ for dogs can kill ticks for {up to) a [one] month. Apply monthly 

where tick control is consistently needed. 
• Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and 

Deer ticks {that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis, 
ehrlichiosis and anaplasmosis) 

• Kills ticks including Deer ticks {that may transmit Lyme disease), American dog ticks {that 
maY transmit Rocky Mountain Spotted Fever), Brown dog ticks and Lone Star ticks {that 
may transmit ehrlichiosis) for up to one month {4 weeks) 

• Kills Brown dog ticks (Rhipicephalus spp.), American dog ticks (Dermacentor variabllis), 
Deer ticks {Ixodes spp.) and Lone Star ticks (Amblyomma americanum) for up to one 
month {4 weeks). 

• Kills Amblyomma americanum {Lone Star ticks) for 4 weeks {for up to one month). 
• Monthly application against ticks 
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Reason to Issue: Product Registration 

[Mosquitoes and biting flies] 
• Kills mosquitoes 
• Kills mosquitoes for up to (28 days)(four weeks) (a [one] month) 
• Repels and inhibits blood feeding by biting files and mosquitoes 

Date: 01/10/13 
Supersedes: 11/19/12 

• Biting flies and mosquitoes: When applied monthly, CERTISHIELD™ for dogs (prevents 
blood feeding by) (and) repels) biting flies and mosquitoes for (up to) 4 weeks (a [one] 
month) 

• Repels and prevents blood-feeding by biting flies and mosquitoes for up (one) a month 
• Repels and kills mosquitoes for up to four (4) weeks 
• Prevents blood feeding by mosquitoes 
• Repels and prevents (inhibits) blood-feeding by biting flies 
• Repels and kills mosquitoes often before they have a chance to take a blood meal 
• [(Prevents blood-feeding by) (Kills and repels)] mosquitoes 
• Repels biting flies 
• Repels [(annoying)(bothersome)(nulsance)] biting flies 
• Inhibits [(annoying)(bothersome )(nuisance)] biting flies 
• [(Prevents)(inhibits)] blood-feeding by biting flies 
• Kills mosquitoes that may carry heartworm disease 
• Repels and kills mosquitoes (Culex spp, Ochlerotatus spp, Aedes spp) which may be (a) 

vector(s) of heartworm (Dirofilaria immitis) for one month 
• Repels and prevents blood-feeding by biting flies 

[Lice and Sarcoptic mange mites] 
• (For treatment of)(Treats and controls)(Provides effective control of)(For treatment of 

infestations with)(Kills)(Stops existing) chewing lice (infestations) 
• Kills chewing lice 
• Lice: CERTISHIELD™ for dogs can kill biting and chewing lice for (up to) a [one] month. 

Apply monthly where lice control is consistently needed. 
• Sarcoptic mange mites: (CERTISHIELD™ for dogs) aids in (the) control of sarcoptic 

mange mites (that may cause sarcoptic mange) 
• CERTISHIELD™ for dogs aids in (the) control of sarcoptic mange mite infestations (that 

may cause sarcoptic mange). 
• (When applied monthly,) CERTISHIELD™ for dogs aids in (the) control of sarcoptic 

mange. 
• Aids in (the) control of sarcoptic mange mite infestations 
• Kills chewing and biting lice 
• (Also) Kills lice and aids in control of sarcoptic mange mites 
• Eliminates infestations with chewing lice 
• Aids in control of sarcoptic mange infestations 
• Controls existing chewing/biting lice infestations 
• Kills [(biting) (chewing)] lice 
• For control and prevention of [(biting) (chewing)] lice (infestations) 
• Stops existing [(biting) (chewing)] lice infestations 
• Prevents and controls [(biting) (chewing)] llce (infestations) 
• Provides control of [(biting) (chewing)] lice (infestations) 
• Kills [(biting) (chewing)] lice and prevents further infestations 
• For control and prevention of (infestations with) [(biting) (chewing)] lice 
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Reason to Issue: Product Registration 

[Miscellaneous] 

Date: 01/10/13 
Supersedes: 11/19/12 

• CERTISHIELD™ is waterproof and remains effective following bathing, shampooing, 
swimming (water immersion) or after exposure to rain or sunlight. 

• Convenient topical treatment for dogs who enjoy the outdoors 
• (Convenient)(to use)(Easy to apply) spot-on application 
• Persistent (sustained) efficacy through 30 days 
• Protects for (at least) one month 
• Convenient (easy to apply) topical treatment (with [patented] applicator)(that allows 

application down to the skin) 
• (Patented) applicator (trademark) for easy application directly to the skin 
• Quick-drying 
• For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for 

puppies and small dogs ONLY (8 weeks old or older) and 11-22.9 lbs. (0.034 fl. oz.)(l.O 
ml), medium dogs 23-44.9 lbs. (0.068 fl. oz.) (2.0 ml), large dogs 45-88.9 lbs. (0.135 fl. 
oz.) (4.0 ml), and extra-large dogs 89-132 lbs. (0.203 fl. oz.)(6.0 ml). 

• Easy, spot-on (topical) application 
• Guaranteed effective for (at least) one month 
• New (combination)(formula for your dog(s))(first six months) 
• Non-greasy 
• (Formulated) for dogs that (enjoy)( love) the outdoors 
• Waterproof 
• Convenient to use 
• (1)(3)(6) applicator(s) (1.0 ml, 2.0 ml, 4.0 ml, 6.0 ml) 
• (1)(3)(6) applicator(s) (0.034 fl. oz., 0.068 fl. oz., 0.135 fl. oz., 0.203 fl. oz.) 
• (1)(3)(6) applicator(s) (0.034 fl. oz. [1.0 ml], 0.068 fl. oz. [2.0 ml], 0.135 fl. oz. [4.0 

ml], 0.203 fl. oz. [6.0 ml]) 
• (1)(3)(6) applicator(s)(each) containing (0.034 fl. oz. [l.Oml], 0.068 fl. oz. [2.0 ml], 

0.135 fl. oz. [4.0 ml], 0.203 fl. oz. [6.0 ml]) 
• (1)(3)(6) applicator(s) 
• (1)(3)(6) monthly dose(s) [application(s)] 
• (1)(3)(6) applicator(s) 
• This product is only for use on dogs and puppies (8 weeks or older and 11-22.9 

lbs.)(weighing 23 to 44.9 lbs.)(weighing 45 to 88.9 lbs.)(weighing 89 to 132 lbs.) 
• Easy and convenient application(s) 
• Stops existing infestations and prevents establishment of new infestations 
• Convenient topical treatment for dogs 
• Quick onset of activity 
• Persistent efficacy through 30 days 
• Prevents (re-)infestation for one month 
• Once monthly application 
• CERTISHIELD™ is brought to you by the makers of FRONTLINE® 
• Quick drying, non-greasy 
• (Convenient) (to use) Easy (to apply) spot-on (topical) application 
• No noticeable odors 
• Easy to use applicator makes treatment simple (trouble free, smooth) and comfortable for 

you and your our pet 
• Convenient, easy to apply topical solution 
• Starts working by (on) contact 
• (In) child-resistant packaging 
• Convenient (to use), easy to apply (topical solution) 
• Waterproof (remains effective after bathing and swimming) for up to four weeks (a 

month) (one month) 
• Remains effective after exposure to sunlight 
• Remains effective even after bathing, water immersion, or exposure to rain or sunlight 
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Reason to Issue: Product Registration 

• Remains effective even after bathing (and swimming) 
• Remains effective after exposure to rain andjor sunlight 
• Still works after bathing, swimming or exposure to sunlight 
• Maintains residua! efficacy after bathing and swimming 

Date: 01/10/13 
Supersedes: 11/19/12 

• Remains effective after bathing (and swimming) [(for a month) (for one month) (for up to 
four weeks)] 

• For dogs that enjoy the outdoors 
• For indoor and outdoor dogs 
• Convenient topical treatment for dogs who enjoy the outdoors 
• Formulated for dogs that love the outdoors 
• For dogs that enjoy the outdoors 
• Illustration of flea life cycle 
• Illustration of tick life cycle 
• I!!ustration of mosquito life cycle 
• Illustration of mite life cycle 
• Illustration of louse life cycle 
• I!!ustration of flea 
• Illustration of tick 
• Illustration of mosquito 
• Illustration of mite 
• Illustration of louse 
• Picture or illustration of a dog (or puppy) 
• Picture or illustration of the Me rial logo 
• Picture or illustration of the primary package (applicators) 
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Timothy A. Dotson 
Director 
Regulat•:·ry Affairs US 
Tel: 678·638-3713 
Fa~: 673-638-3715 

De~cernber 21, 2012 

Mr. Richard Gebken 
Registration Division 
Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room 5-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

SUBJECT: CERTISHIELD™ for dogs, EPA Reg. No. 65331-8 

3239 Satellite Blvd. 
Duluth, GA 30096 
Tel 678 638 3000 

Submission of New Acute Toxicity Studies and Updated Data Matrix 

Dear l"'r. Gebken: 

Merial is hereby submitting new acute toxicity studies on the final formulalio11 for 
CERTISHIELD™ for dogs, EPA Reg. 65331-8, for reevaluation of the lf:lbe1ing 
precautionary statements. Also, following a phone conversation with Marion JohctD:-: :m 
18Dec12, we are submitting an alternate Data Matrix which cites data that are not 
exclusive-use data, and aside from a single study, are non-compens~~li.: We are .citi11g 
both efficacy and companion animal safety studies, and providing (1, ratior1C"L~ .tor 
"brid9ing" the individual companion animal safety studies conduct~.<:', \VIth F.:-op~npe 
(fipronil) and the ones conducted with permethrin. We are also citin9: F~or:tline -stuC:ies 
for efficacy claims related to fipronil (adultiddal claims), and perm.:=.-~:,;-;r, studies for 
efficat.')' claims relating to permethrin, e.g. repellency. Merial anticipates tti~t amy 
labeling changes required based on the evaluation of the new acute toxidty studi'es Will 
be undertaken during this review period, with submission of labeling at a later dat~:. · 

Volume 1 of this submission includes a cover letter, copy of the Application form (8570-
1) and PRIA check, Data Certification form, and new Data Matrix. Volume 2 contains the 
Transmittal Document. Volume 3 contains the justification for bridging fipronil and 
permethrin studies. Three copies of each final study report are also included. 

Meria! anticipates that this submission will have PRIA category R340, AMENDMENT 
REQUIRING DATA REVIEW WITHIN RD (E.G., CHANGES TO PRECAUTIONARY LABEL 
STATEMENTS). This category provides for a 4-month statutory review time. A fee of 
$3,617 is being remitted now in the form of a check payable to the US EPA. A copy of 
the check is included in this submission. 

Thank you for your assistance in this matter. Please call me at 678-638-3713 (email at 
Ti!J]Q_~hy.Dotson@Merial.com) if you have any questions regarding this submission. 

Sincerely, tj\ -----~ 
nmothy A. Do on 
Director 
Regulatory Affairs NP US 

Melia! limited is a company limietl hysbares regislared i1 England and Wales !registered number33327511 vdh a regist!red office at PO aox327 
S1ndringham llouse. Sandringhill!l Avenue, Harlow Business Pari:, Harlow, EssexCM19 5QA, England. and domestitated in Delawal'l!, USA as Meria! LLC. 

E 
0 
u 
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Submitter: 

TRANSMITTAL DOCUMENT 

Merial Limlted 
3239 Satellite Blvd. 
Duluth, GA 30096-4640 

Regulatory Action: Submission of new Acute Toxicity studies and an updated Data 
Matrix for EPA Reg. No. 65331-8 

Transmittal Date: December 21, 2012 

l..ist of Submitted Volumes: 

'\ioLUME Guideline TITLE ; MR!D ~!0. 

' ~· r-1 of 8 NA Administrative Materials 
-_ __I 

2 of 8 NA Transmittal Document 

·-
3 of 8 NA Justification for Bridging Companion 

Animal Safety and Effectiveness Data 49027301 
1--c--· for Fipronil and Permethrin 

4 of 8 870.1100 ML-3,141,301: Acute Oral Toxicity 
49027302 Study in the Rat 

S of 8 870.1200 ML-3,141,301: Primary Dermal 4902730 
Irritation Study in Rabbits 

3 

6 of 8 870.2400 ML-3,141,301: Primary Eye Irritation 49027304 
Study in Rabbits I 

-7 of 8 870.2500 ML-3,141,301: Acute Dermal Toxicity 
Study in Rats 

4902730 5 

li of 8 870.2600 Delayed Contact HypersenSitivity in 
Hartley Guinea Pigs (Buehler Method) 4902730 6 
with ML-3 141 301 I 

Company Official: Timoth:y: A. Dotson --rl/1 ~-;;:_ ___ . - ~ 
...., f--.. I . I 
,1/c ;2/Ji(/ 

Name 

Company Name: Merial Limited 

Company Contact: Timothy A. Dotson 
Name 

timothy .dotson@merial.com 

Page 2 of 2 

S1gnat~/Date 

678-638-3713 
Phone 
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i 
Form Aooroved OMB Nos. 2070-000v; 2070-0057; 2070-0 to7; 2070-Q\22; 2070-0164 

i' ... ft\ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY e 1200 Pennsylvania Avenue, N.W. 
WASHINGTON, D.C. 20460 

Paperwork Redu;tlon '\cl Notice; The public reporting burden for this collection of information is estimated to avernge 1.25 h:lun: per response for registration 
and 025 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send 
comments regarding burden estimate or any other aspect of this collection ofinftmnation, including suggestions for reducing the burden to: Director, Collection 
Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pe!lllsylvaniaAvenue, N.W., WashingtOn, DC 20460. Do nouend the completed form 
to this address. -

Certification with Respect to Citation of Data -
Appflcanrs/Re~;gtranl's Name, Address, and Telephone Number EPA Registration Number/File Symbol 
Merial Limited, 323!0 Satellite Blvd, Duluth, GA 30096 65331-8 -
Active lnnredient(s) and/or recresentative test comcound(s) Date 
Fipronil + Permethrin December 2t. 20t2 -
General Use Pattemfs) (fist all those claimed for this product usin!=l40 CFR Part t58) Product Name 
Indoor, non-food usn CERTISHIELD for dogs 

NOTE: If your prcduct is a tOO% repackaging of another purchased EPA-regiStered product labeled for all the same uses on your label, you do not need to 
submit this form. You must submit the Fonnulator's Exemption Statement (EPA Form 8570-27). 

0 
I am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Malrix form should 
be use,i for this purpose). 

SECTION 1: METHOD OF DATA SUPPORT (Check one method only) 

0 
I am u~~ng the cite-all method of support, and have included with this fonn 

0 
I am using the selective method of support (or cite-all option 

a list ol com:~anies sent offers of compensation (the Data Matrtx form under the selectiVe method), and have included with this form a 
should be u~ed for this purpose). completed list of data requirements {the Data Matrix form must be 

used). 

SECTION II: GENERAL OFFER TO PAY -· 
(Required if using th~ c~e-all method or when using the cite-all option under the selective method to satisfy one or more data requirements] 

0 I hereby offe; and agree to pay compensation, to other persons, with regard to the approval ofth.IS appflcation, to the extent required by FIFRA 

SECTION Ill: CERTIFICATION 

I certify th.1t this application for registration, this fonn for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the 
application for Nlgisl!ation, the form for reregistration, or the Data-Call-In response. In add [lion, if the cite-all option or cite-all option under the selective method is 
indicated in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an ldentical or 
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data 
requirements in effect on the date of approval of this application if the application sought the initial registration of a product ofldentical or similar composition and 
uses. 

I certify !hill for each exclusive use study cited in support of this registration or reregistration, that I am the ortginal data submitter or that I have obtained 
the written pemlission of the original data submitter to cite that study. 

I certEfy that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am the ortginal data 
submitter: (b) I have obtained the permission of the original data submitter to use the study in support ofthis application; (c) all periods of eligibility for 
compensation !'ave expired for the study; (d) the study is in the public literature; or (e) I have notified in wrtting the company that submitted the study and have 
offered (I) to pay compensation to the extent required by sections 3(c)(t)(F) and/or 3(c)(2)(B) of FIFRA: and (ii} to commence negotiations to determine the 
amount and tenns of compensation, if any, to be paid for the use ofthe study. 

1 certify !hill in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance witll se(tions 3(c)(t)(F) ano'Jor 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce such 
evidence to the Agency upon request, I understand that the Agency may inltiate action to deny, cancel or suspend the registration of my product in conform~y with 
FIFRA. 

I cortlfy that t11e statements I havo made on this fonn and all attachments to It are true, accurate, and complete. I acknowledge that any 
knowingly fals~ or m'1sleading statement may bo punishable by fino or Imprisonment or both under applicable law. 

>ignatur~_.,- /; ;1 >~ ~ 
Date Typed or Printed Name and Title 

II -- ._.--~ I ~ Dec. 2 t, 20t2 Timothy A. Dotson, Director 

= 
"" 0 EPA Form 8570-:;\4 (1 •. -200/lectromc and Paper vers1ons ava1lable. Subm1t only Paper verSlon. 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act No1lce: The public reporting burden for this collection o1 information is estima1ed to average 0.25 hours per response for registration activilies and 0.25 hours per response for 
reregistration and special review activities, including lime for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden 1o: Director, OPPE Information Management Division (2137), U.S. Environmental Pro1ection Agency, 401 M Street, S.W., Washing1on, DC 20460. 
Do not send1he form1o this address. 

DATA MATRIX 

Date December 21, 2012 EPA Reg No.JFile Symbol 65331-8 Page 1 o1 8 

Applicant's/Registrant's Name & Address Product 

Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTJSHIELD1M for dogs 

lnQredient Fl ron~+ Permethrin 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.1550 PRODUCT IDENTITY AND COMPOSITION 4863830t ME RIAL OWN 

830.1600 
DESCRIPTION OF MATERIALS USED TO PRODUCE THE 48638302 ME RIAL OWN PRODUCT 

830.1620 DESCRIPTION OF PRODUCTION PROCESS 48638303 ME RIAL OWN 
830.1650 DESCRIPTION OF FORMUlATION PROCESS 48638302 MERIAL OWN 
830.1670 DISCUSSION OF FORMATION OF IMPURITIES 48638301 ME RIAL OWN 
830.1700 PRELIMINARY ANALYSIS 48638303 MERJAL OWN 
830.1750 CERTIFIED LIMITS 48638301 ME RIAL OWN 
830.1800 ENFORCEMENT ANALYTICAL METHOD 48638303 ME RIAL OWN 

830.1900 SUBMITTAL OF SAMPLES 
UPON 
REQUEST -

830.6302 COLOR ADMIN MERIAL OWN -
830.6303 PHYSICAL STATE ADMIN ME RIAL OWN 

830.6304 ODOR ADMIN ME RIAL OWN 

830.6313 
STABILITY TO NORMAL AND ELEVATED TEMP, METALS AND 48638303 MERIAL OWN 
METAL IONS 

830.6314 OXIDATION/REDUCTION: CHEMICAL COMPATIBILITY 48638303 ME RIAL OWN 

830.6315 FLAMMABILITY 48638303 MERIAL OWN 
Signature 

~~ - Name and Tille Date 

------~~- ,!). ~- Timothy A. Dotson, Director, Reg. Affairs US /<jx.1 /rz .. 
-·· 

EPA For 8570-35 (9~97i!Eiectronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

I 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 025 hours per response for 
reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the tonn to this address. 

DATA MATRIX 

Date December 2t, 20t2 EPA Reg No.!File Symbol 65331-8 Page2of8 

Applicant's/Registrant's Name & Address Product 

Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELDTM for dogs 

lnaredient Fi ronil + Pennelhrin 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.6316 EXPLODABILITY 48638303 ME RIAL OWN 
830.6317 STORAGE STABILITY 48638303 ME RIAL OWN 
830.63 !9 MISCIBILITY 48638303 ME RIAL OWN 
830.6320 CORROSION CHARACTERISTICS 48638303 ME RIAL OWN 
830.6321 DIELECTRIC BREAKDOWN VOLTAGE 48638303 MERIAL OWN 
830.7000 pH ADMIN ME RIAL OWN 
830.7050 UVNISIBLE LIGHT ABSORPTION 48638303 ME RIAL OWN 
830.7100 VISCOSITY ADMIN ME RIAL OWN 
830.7200 MELTING POINT/MELTING RANGE 48638303 ME RIAL OWN 
830.7220 BOILING POINT/BOILING RANGE 48638303 MERIAL OWN 

-'o-

830.7300 DENSITY/RElATIVE DENSITY/BULK DENSITY ADMIN MERIAL OWN -
830.7370 DISSOCIATION CONSTANTS IN WATER 48638303 ME RIAL OWN 

830.7520 PARTICLE SIZE, FIBER LENGTH, AND DIAMETER DISTRIBUTION 48638303 ME RIAL OWN 
830.7550 
830.7560 PARTITION COEFFICIENT (n-OCTANOUWATER) 48638303 MERIAL OWN 
830.7570 

Signature ~ ~ ) ~- / Name and Title Date ---·- ?~ Tlmothv A. Dotson, Director, Rea. Affairs US ·ft;/J ~ -EPA Form 8570-35/(9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved OMB No. 2070·0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

I 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

DateDecember21, 2012 EPA Reg No./File Symbol 65331-8 Page 3 of 8 

Applicant's/Registrant's Name & Address Product 

Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELD.,. for dogs 

Ingredient FipronH + Permethrin 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.7840 WATER SOLUBILITY 48638303 MERIAL OWN 
830.7860 

830.7950 VAPOR PRESSURE 48638303 MERIAL OWN 

NOT APPLICABLE RATIONALE FOR WAIVER REQUESTS 48638303 ME RIAL OWN 

-

Signature ~ q~ ) f/-----__. 
Name and Title Da/ • 

/2. <r/0------- -,- ' 
<::.;.! ¢.' Timothy A. Dotson, Director, Reg. Affairs US 

·~·----· EPA Form 8570-35 (9-97) Electronic and Paper versiOrlS··avilifilbfEi. Submit only Paper version. 

/ 
Agency Use Copy 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, s.w. . 
I . . . . . . . . . . ". WAS~I~GT?N, D.C. 20460 " I 

Paperwoi"K Keducilon Act N011ce: 1 he public repoitlng ouraen ror thiS collection or mfomliil!On IS es11mated to average 0.25 hours per response for reg1strallon ac1!11rt1es and 0.25 hours per response for 
reregistration and special review actl11~ies, including trne for reading the inS! ructions and comple11ng the necessary forms. Send comments regarding the burden estima1e or any other aspect of this collection 
of Information, Including suggestions for reducing the burden 1o: Director, OPPE Information Managemen1 Division (2137}, U.S. Envlronmen1al protection Agency, 401 M Street, S.W., Washinglon, DC 20460. 
Do no1 send the form to this address. 

DATA MATRIX 

Date December 21, 2012 

MRID Number 

EPA Reg No./File Symbol 65331-8 

Submitter 

RIAL 
RIAL 
~IAL 

~IAL 

~IAL 

~IAL 

~IAL 

~IAL 

RIAL 

Status 
... 

Page 4 of 8 

I_ 
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Date December 21, 2012 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

D.C. 20460 

for reading the instructions and completing the necessary forms. 
burden to: Director, OPPE Information Management Division (2t37), U.S. 

DATA MATRIX 

Form Approved OMS No. 2070-0060 

"'' or any other aspect 
M Street, S.W., Washington, DC 20460. 

EPA Reg No./File Symbol 65331-8 Page 5of8 

Guidellne Study Name 

PRODUCT PERF< 
PRODUCT PERF< 
PRODUCT PERF< 
PRODUCT PERFI 
PRODUCT PERF< 
PRODUCT PERF< 
PRODUCT PERF< 

;;:! •' 
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Form Approved OMB No. 2070·0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

40i M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduc11on Act Notice: The public reporting burden for this collection o1 information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregis1ration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect o1 this 
collection o1 in1ormation, including suggestions 1or reducing the burden to: Director, OPPE ln1ormation Management Division (2 t37), U.S. Environmental Protection Agency, 401 M Street, S.W., Washing! on, 
DC 20460. Do not send the 1orm1o this address. 

DATA MATRIX 

Dale December 21, 2012 EPA Reg No./File Symbol 65331·8 I Page Sol 8 

Applicant's/Registrant's Name & Address Product --

Merial Lk"nited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELDTM 1ordogs 

Ingredient FipronH + Permethrin 

Guideline Relerence Number Guideline Study Name MRID Number Submitter Status Note 

8t0.3300 PRODUCT PERFORMANCE 41038803 COOPER'S ANIMAL HEALTH OLD 
810.3300 PRODUCT PERFORMANCE 43137202 HARTZ MOUNTAIN CORPORATION OLD 

810.3300 PRODUCT PERFORMANCE 41038802 COOPER'S ANIMAL HEALTH OLD 

810.3300 
PRODUCT PERFORMANCE 

43137203 HARTZ MOUNTAIN CORPORATION OLD 

810.3300 PRODUCT PERFORMANCE 43396409 ECTO DEVELOPMENT CORPORATION OLD 
810.3300 PRODUCT PERFORMANCE 43396410 ECTO DEVELOPMENT CORPORATION OLD 
810.3300 PRODUCT PERFORMANCE 41683903 COOPER'S ANIMAL HEALTH OLD 
810.3300 PRODUCT PERFORMANCE 43111607 HARTZ MOUNTAIN CORPORATION OLD 
810.3300 PRODUCT PERFORMANCE 43398409 ECTO DEVELOPMENT CORPORATION OLD 
810.3300 PRODUCT PERFORMANCE 43396410 ECTO DEVELOPMENT CORPORATION OLD 
810.3300 PRODUCT PERFORMANCE BITING FLY 46978901 BAYER HEALTHCARE L.L.C. PAY 
810.3300 PRODUCT PERFORMANCE 42256901 COOPER'S ANIMAL HEALTH, INC. OLD -_ 

810.3300 PRODUCT PERFORMANCE 43396409 ECTO DEVELOPMENT CORPORATION OLD 
810.3300 PRODUCT PERFORMANCE 43396410 ECTO DEVELOPMENT CORPORATION OLD 

Sig"·~-~ ~ /1 ~ 
Name and Title Date 

I~ v-_ 
Timothv A Dotson, Director, Rea. Affairs US .z/21/2 

EPA Form 8570-35 (9-97) Elect_ronlc and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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I UNITED STATES ENViRONMENTAL PnOTECTION AGENCY 
Form Approved OMB No. 2070-0060 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

• 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect ofthis collection 

' 

of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date December 21, 2012 EPA Reg No./File Symbol 65331-8 I Page 7of ~ 
AppHcant'sJRegistranl's Name & Address Product 

Merial Limited, 323g Satellite Blvd, Duluth, GA 30096 CERTISHIELD1M fordogs 

lnQredient Fipronil + Permethrin 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

870.1100 ACUTE ORAL TOXICITY -RAT SUBMIT MERIAL OWN 

870.1200 ACUTE DERMAL TOXICITY -RAT SUBMIT ME RIAL OWN 

870. t300 ACUTE INHALATION TOXICITY WAIVER 

870.2400 PRIMARY EYE IRRITATION RABBIT SUBMIT MERIAL OWN 
870.2500 PRIMARY DERI'AAL IRRITATION- RABBIT SUBMIT MERIAL OWN 

870.2600 DERMAL SENSITIZATION- GUINEA PIG SUBMIT MERIAL OWN 

Signature ~ r/>L -~ 

~-----
Name and Tille 

~;: --- --- c/'i< 
Timothy A. Dotson, Director, Reg. Affairs US 2- A/ r ' 

EPA Form 8570-35 (9-97) E~ronic and Paper versions avaKable. Submit only Paper version. Agency Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

'NASHiNGTON. D.C. 204·--•• 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregislrallon and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date December 21, 2012 EPA Reg No./File Symbol 65331-8 \Page 8of8~---
Applicant's/Registrant's Name & Address Product 

Merial Umited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELD™ for dogs 

Ingredient Fipronil + Pennethrin 

Guideline Reference Number Guideline Study Name MRID Number Submitler Status Note 

40 CFR PART 157, SUBPART B CR!SAUE TESTING- 6x (XL) 49000901 MERIAL OWN 

40 CFR PART 157, SUBPART B CRISAUE TESTING -1x (L) 49000902 ME RIAL OWN 

-

Sign:~~-----:~: ___ ~~ /1. j 
t-~ 

Name and Tille Date /t 
£_; ~ 

Timoth A. Dotson, Director, Reo. Affairs US / z/z.; 12-
rnA ,..._ 0~"71\ .,., "' ,.,..,., ""--•·--'- __ _. 0---• ,,_,_, ___ -··-"-"'- C>ooh-:. --•-- o-~M uM~:-- a,...,.,,.., In""•""' I 1~ .. l"'nnu 
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m<r'rED STA't'ES £.WIRCN:t4EH7AL l?ROTEC?IO"N" AGBNC"{ 
WASHINGTON. 0,C. 20460 

CHILD-RESISTANT PACKAGING REVIEW 
Technical Review Branch 

IN~ OUT, 3/4/2013 

~/~ 
RD, TRB, Reviewed by Rosalind l. Gross 3/4/2013 

EPA Reg. No. or File Symbol 65331-8 

DP Barcode DP407731 

Decision# 472190 

EPA Petition or EUP No.----

Date Division Received 11/20/2012 

Type Product(s) lnsectic;Jde (flea produQ.tl 

1 

OF<'ZC!: CT CHl:UlCAI. SAF!iS'l' 
/UID ~CUtn'!Ol! n..t:Vmfl.'!Cll 

Data Accession No(s). 49000902 (1365-111), 49000901 {1365-110) 

Product Mgr./Chemical Review Mgr/Contact Person RM 10 Driss Benmhend 
Division "'R,Dc_ __ 

Product Name(s) Tradename for Dogs 

Company Name(s).!M..,e..,r..,ia!LI..,LidJM... -----

Submission Purpose Use previously reviewed CRP studies for EPA Reg No 
65331-T in conjunction with these new studies to determine 
if they are adequate to suwort CRP certificatiQn for EPA 
Reg No 65331-8 as a 1x, 3x, and Gx blister (with 3 blisters 
connected to each other} for fill levels 1, 2, 4, and 6ml 

Active lngredient(s). PC code, & % Fipronil 6.01% 
Permethrin 44.88% 
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Summary of Findings 

A CRP certification dated February 20, 2013 (submitted via email) is acceptable. A 
label dated January 10, 2013 (via email) is acceptable in terms of using the same CRP 
directions for the 1x, 3x, and 6x blister package as were used for CRP testing EPA 
Reg. No. 65331-T and 65331-8. The CRP certification for EPA Reg. No. 65331-8 is 
based on 12 previously submitted and reviewed CRP studies for EPA Reg. No. 65331-
T and 2 CRP studies for EPA Reg. No. 65331-8 that are reviewed in the Data Analysis 
and Conclusion section below. 

In conclusion, all the requirements for a 1x, 3x, and 6x blister card with 3 
blisters connected to each other containing 4 different sizes (0.034 fl. oz. (1ml), 
0.068 fl. oz. (2ml), 0.135 fl. oz. (4ml) and 0.203 fl. oz. (6ml)) have been met. It 
should be noted that these CRP requirements are being considered met on a 
combination of data for the specific package, supplemental data (12 studies for 
EPA Reg. No. 65331-T previously reviewed by the Agency), and bridging from the 
EPA Reg. No. 65331-T studies and the 2 studies for EPA Reg. No. 65331-8 that are 
reviewed in the Data Analysis and Conclusion section below. 

Any change in the CRP materials. design, size, fill volume, color of blisters, number 
of blisters per package. etc. may result in the requirement to submit additionaV 
supplemental data for these products to establish that they are CRP. Should any 
human experience and/or epidemiological evidence indicate a problem once the 
product is in the marketplace. the Agency reserves the right to reexamine this data 
comprehensively and to question the child resistance of the package involved. 

Package 

The package is a pipette enclosed in an opaque blister package. The pipette 
has four different fill levels, which are 0.034 fl. oz. (1 ml), 0.068 fl. oz. (2ml), 0.135 fl. oz. 
(4ml), and 0.203 fl. oz. (6ml). The blister is the intended CRP. There are three different 
packages of the blisters. These are: 

A single blister (referred to as 1x); 
A three blister card, which has three individual blisters attached to each other 
(referred to as 3x); 
And two cards with three blisters attached to each other per card( referred to as 
6x). 

The front of the blister is aluminum colored and the back is white. The directions 
on the white side of each blister (the back) show a pair of scissors on a dotted line with 
the wording "CUT ALONG DOTTED LINE'; in the opposite corner there is a picture of a 
line with two arrows pointing to it and the wording "1: FOLD ON LINE". followed by an 
arrow pointing to number 2, "2: TEAR OPEN AT SLIT'; on the aluminum colored side of 
the blister in the same location (as the folding instructions on the back) there is a small 
slit. The back of the single blister looks like: 
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The back of the three blister card looks like: 
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In addition to the directions on the blister the Seniors were given the following 
directions during the Senior Adun Use Effectiveness (SAUE) test: 
The single blister-

Tel optn, 
US!! SCis5ofs to cut .along dotttcr line of singlf! bflrter, 

t1wm puN aptit foil and r~mKWe tbe 1ppffat0f. 
Or 

fold on line .at corner, 
tflll' and open .at lilt .and rel'nCive the applicator. 

Three blister card and 2 three blister cards -

TO ftEMOVWAPPLK:AlOR: 
l'rlortoopenlng 

s~"tt:n"~ ~ b)"toal1ns illOl'l!} perforation. 

To ope~ 
eM WlWWS tO cvtafongd<Xted llneofsfngkt bfbkr. 

tr.en pul! <=P:Irtfoll 011ru;l r.m>~d,.~tcn. 

Or 
fcldonli~~c-qm~Ji: 

telt andopen~:~tsllt and remove the.nppfk.ctor. 

ToxicitY 

4 

The toxicity of the product is based on the toxicity of Fipronil. The toxic or 
harmful amount of Fipronil for an 11.4 kg child is 2.5mg/kg times 11.4kg, which equals 
28.5mg. Access to a toxic or harmful amt = 28.5mg = 28.5mg divided by [1150mg/ml x 
0.0601 Fipronil] = 0.41ml for EPA Reg. No. 65331-8. Access to one applicator 
represents a failure for a child for all sizes equal to or greater than 0.41 ml for EPA Reg. 
No. 65331-8. 

Failure 

For the purposes of CRP testing a child failure is access to one blister for all sizes. 
Access to one pipette is more than 28.5mg of Fipronil for all sizes. 
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A unit failure for the child test was defined as any partial or complete removal of the 
pipette from the blister, any pipette breakage resulting in leakage external to the blister 
irrespective of the extent to which the blister was opened, or access to the pipette or its 
contents in any fashion. 

A Senior Adult Use Effectiveness failure is the inability to access the pipette by the 
correct mechanism in the allotted time of 5 minutes for the first package or 1 minute for 
the second package; cutting into an additional blister. 

Company Data 

The Company submitted (via email) a CRP certification dated February 20, 2013 
and a label dated January 10, 2013 using the same CRP directions for the 1x, 3x, and 
6x blister package as were used for EPA Reg. No. 65331-T. Two CRP studies for EPA 
Reg. No. 65331-8 were also submitted. 

Data Analysis and Conclusion 

A CRP certification dated February 20, 2013 (submitted via email) is acceptable. A 
label dated January 10, 2013 (via email) is acceptable in terms of using the same CRP 
directions for the 1x, 3x, and 6x blister package as were used for CRP testing EPA 
Reg. No. 65331-T and 65331-8. The CRP certification for EPA Reg. No. 65331-8 is 
based on 12 previously submitted and reviewed CRP studies for EPA Reg. No. 65331-
T and 2 CRP studies for EPA Reg. No. 65331-8. 

Child Resistant Effactiveness (CRE) study 6ml6x (MRID 49000901 (1365-110))
Each child received two cards of 3 blisters each connected to each other at the start of 
the test. Each blister contained a pipette with 6ml of water. A child failure was 
defined as access to 1 blister as the blister was the child-resistant feature. The 50 
child test resulted in 1 failure, a 48 month old female. The study is a pass of the child 
test according to the sequential test chart in 16 CFR 1700.20. 

Senior Adult Use Effectiveness Test (SAUE) study 6ml6x (MRID 49000901 
(1365-110))- involved giving the test subjects 2 cards with 3 blisters each connected 
to each other for a 5 minute test period and a one minute test period. The test report 
was corrected to reflect that the test subjects received 2 cards with 3 blisters each 
connected to each other for a 5 minute test period and a one minute test period. There 
was one 70 year old male who failed to open package B. SAUE is 99%. The study is a 
pass of the senior adult test in 16 CFR 1700.20 and the effectiveness specifications in 
16 CFR 1700.15(b). 

Child Resistant Effactiveness (CRE) study 4ml1x (I\IIRID 49000902 (1365-111))
Each child received one blister at the start of the test. Each blister contained a pipette 
with 4ml of water. A child failure was defined as access to 1 blister as the blister was 
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the child-resistant feature. The 50 child test resulted in 2 failures, two 50 month old 
females. There were two age calculation errors- a 44 month old female was reported 
to be 43 months old and a 48 month old female was reported as 46 months old. These 
errors did not affect the resuHs because in both cases the child remained in the same 
age group. The study is a pass of the child test according to the sequential test chart in 
16 CFR 1700.20. 

Senior Adult Use Effectiveness Test (SAUE) study 4ml1x (II'IRID 49000902 
(1365-111))- involved giving the test subjects one blister for a 5 minute test period and 
one blister for a one minute test period. There were two failures, a 59 year old female 
and a 65 year old female failed to open package B. SAUE is 98%. The study is a pass 
of the senior adultteslin 16 CFR 1700.20 and the effectiveness specifications in 16 
CFR 1700.15(b). 

In conclusion, all the requirements for a 1x, 3x, and 6x blister card with 3 
blisters connected to each other conteining 4 different sizes (0.034 fl. oz. (1ml), 
0.068 fl. oz. (2m I), 0.135 fl. oz. (4ml) and 0.203 fl. oz. (Gmt)) have been met It 
should be noted that these CRP requirements ars being considered met on a 
combination of data for the specific package, supplemental date (12 studies for 
EPA Reg. No. 65331-T prsviously rsviewed by the Agency), and bridging from the 
EPA Reg. No. 65331-T studies and the 2 studies 1 for EPA Reg. No. 65331-8 that 
ars reviewed hersin. For the results of the 12 studies previously reviewed see MRID 
479142-42, 479142-43, 479142-44, 479142-45, 479142-46, 479142-47, 479142-48, 
479142-49, 479142-50, 479142-51, 479142-52, and 479142-53 in review by Rosalind 
L. Gross October 18,2010 [DP 372051, EPA Reg. No. 65331-T] and MRID 48310601, 
48310602, 48310603, 48310604, 48310605, and 48310606 in review by Rosalind L. 
Gross December 23, 2010 [DP 384262 and 384698 EPA Reg. No. 65331-T]. 

Any change in the CRP matelials, design, size, fill volume, color of blisters, number 
of blisters per package, etc. may result in the requirement to submit additional/ 
supplemental data for these products to establish that they are CRP. Should any 
human experience and/or epidemiological evidence indicate a problem once the 
product is in the marketplace, the Agency reserves the right to reexamine this data 
comprehensively and to question the child resistance of the package involved. 

1 The 4ml study was based on the lowest CRE for EPA Reg. No. 65331-T and 
the 6ml was based on the lowest SAUE for EPA Reg. No. 65331-T. The rationale 
being if the lowest CRE and SAUE sizes for EPA Reg. No. 65331-T are high passes in 
a similar package size for EPA Reg. No. 65331-8 the remaining fill sizes and 
combinations as 1x, 3x, and 6xfor EPA Reg. No. 65331-8 should also be passes of 16 
CFR 1700.20 and the effectiveness specifications in 16 CFR 1700.15(b). 
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Ul\'ITED STATES E;'>;\'IRONMEJ':TAL PROTECriOl\ AGENCY 
WASHE'iGTON.D.C 20460 

02/APR/2013 

OFFICE OF ('IIE\liC.\L SAFET\' 
_\"\:n t'Or.LI:no:-.: rrn:v<:.vrro:-.-

OFF I('[ OF PESTICI[)E PROGRA.\IS 
lH:GISTR.-\TIO'\ lll\'fSIO"\: (751LW) 

MEMORANDUM: Acute Toxicity Review for Tradename for Dogs 

Subject: 

From: 

To: 

Applicant: 

Name of Pesticide Product: 
EPA Reg. No. 
DP Barcode: 

Decision No.: 
Action Code: 

PC Codes: 

Tracy Keigwin, Biologist 

Technical Review Branch 
Registration Division (7505P) 

Richard Gebken, RM 10 

Insecticide Branch 
Registration Division (7505P) 

Merial Ltd. 
3239 Satellite Blvd 
Duluth, GA 30096 

FORMULATION FROM LABEL: 

Active lngredient(s): 

Fipronil 
Permethrin 

~ 
Other lngredieint(s): 

Tradename for Dogs 
65331-8 
0409349 
475004 
R340 

109701 Permethrin 
129121 Fipronil l 

'\ . / e cj2z_.UVL 
• r]t' '--'\ ~ '\ 
. _ _~ /7' n .,..->------> 
8~ I. 1..='-:J 

Pr.q ;, \ - 1- -

% bywt. 
6.01 

44.88 

Total: 100.00% 
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EPA Reg. No. 65331-8 
PC Codes 109701 (Permcthrin) and 129121 (Fipronil) 

ACTION REQUESTED: The Risk Manager requests a review of acute toxicity studies {MRIDs 
49027302 (870.1100), 49027305 (870.1200), 49027304 (870.2400), 49027303 (870.2500), and 
49027306 (870.2600) submitted in support of EPA Reg. No. 65331-8, Tradename for Dogs. EPA 
Reg. No. 65331-8 contains 6.01% Fipronil and 44.88% Permethrin and is for the control of fleas, 
ticks, lice, biting flies and mosquitos in dogs and puppies meeting the age and weight 
requirements as stated on the product label. The registrant has been challenged with a petition 
to deny due to their previous citation of exclusive use data. In response, Merial has submitted a 
revised data matrix which cites data {with the exception of one study} that the registrant states 
are not compensable. Note that the need for an acute inhalation toxicity study was previously 
waived (Backus 27/MAR/2012). 

GLP: All studies were conducted in accordance with GLP. 

DEFICIENCIES: 
Overall- The recorded name of the test substance does not match the name on the product 
label, or the name on the CSF. The certificate of analysis does not provide the chemical or 
common name of the active ingredients in the test substance. While the internal names of the 
active ingredients approximately match the active ingredient label claim, it cannot be 
determined definitively that the test substance is the same as the proposed product. The 
registrant has not responded to a request for verification. 

Acute oral toxicity study (MRID 49027302): The temperature in the animal room was outside the 
protocol limits of 19 to 25°C {recorded range was 14 to 26°C} Relative humidity was outside the 
protocol limits of 30 to 70% (recorded range 18% to 70%}. The temperature of the room where 
the test substance was stored was unrecorded from April18 2012 -April25 2012. Adjacent 
rooms during that time had temperatures within protocol limits (15-30° C). TRB concludes that 
these deviations did not impact study results. 

Acute dermal toxicity study {MRID 49027305): The temperature in the animal room was outside 
the protocol limits of 19 to 25°C {recorded range was 14 to 26°C). The relative humidity was 
outside the protocol limits of 30 to 70% {recorded range 18% to 70%}. The temperature of the 
room where the test substance was stored was unrecorded from April18 2012- April25 2012. 

Adjacent rooms during that time had temperatures within protocol limits {15-30° C). The age of 
the animals used in the study was outside the range stated in the protocol {protocol range 8-12 
weeks, test used animals 7-8 weeks} however, the bodyweight was within protocol range. There 
was no mortality and morbidity check made on study day 1; however there was no mortality 
observed during the study. TRB concludes that these deviations did not impact the study results. 

Primary eye irritation study {MRID 49027304): The relative humidity in the animal room was 
outside the protocol limits of 30 to 70% {recorded high 78%} and unrecorded for slightly less than 
24 hours June 6, 2012- June 7, 2012. The temperature of the room where the test substance 
was stored was unrecorded from April18 2012- April25 2012. Adjacent rooms during that time 
had temperatures within protocol limits (15-30°C). The 72 hour observation to the test animal 
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EPA Reg. No. 65331-8 
PC Codes 109701 (Pcnncthrin) and 129121 (Fipronil) 

was made at 73 hours and 42 minutes. TRB concludes that these deviations did not impact the 
study results. 

Only one test animal was used in the primary eye irritation study. EPA Guideline 870.2400 states 
that the use of one animal is acceptable when a test substance is likely to be severely irritating. 
The test substance did elicit a strong reaction (grade 3-4 chemosis from the 1 hour observation 
through the day 5 observation}, however, all positive results cleared within 7 days suggesting 
category 3 for primary eye irritation. Two additional animals should have been tested; because 
only one animal was used the test material is assigned to toxicity category II. 

Primary dermal irritation study (MRID 49027303}: The relative humidity was outside the protocol 
limits of 30 to 70% (recorded range 44 to 82%}. The temperature of the room where the test 
substance was stored was unrecorded from April18 2012- Apri125 2012. Adjacent rooms during 
that time had temperatures within protocol limits (15-30°C). The age ofthe test animals used in 
the study was outside the range stated in the protocol (protocol range 12-18 weeks, test animals 
used were 10 weeks} however, the bodyweight was within protocol range. Dermal scores were 
not taken at times as specified in 870.2500. For the 3 minute site scores: the 24 hour 
observation was taken at 27 hours, the 48 hour observation was taken at 52 hours and 3 
minutes, and the 72 hours observation was taken at 75 hours and 5 minutes. For the 60 minute 
site scores, the 24 hour observation was taken at 26 hours 16 minutes, the 48 hour observation 
was taken at 51 hours and the 72 hour observation was taken at 74 hours 2 minutes. Since EPA 
determines primary dermal irritation based on a 4 hour exposure period TRB does not believe 
these deviations impacted the study results. 

Dermal sensitization study (MRID 49027306}: The temperature in the animal room was outside 

the protocol limits of 18 to 26°C {recorded range was 14 to 26°C}. The relative humidity was 
outside the protocol limits of 30 to 70% {recorded range 21 to 97%}. The temperature of the 
room where the test substance was stored was unrecorded from April18 2012- April25 2012. 

Adjacent rooms during that time had temperatures within protocol limits (15-30°C}. The weight 
of two of the test animals was outside the range stated in the protocol (protocol range 250 to 
500 grams; 2 animals were 507 and 508g} however the animals were within the protocol age 
range. On the positive control study scores of 3 were not reported to Calvert DLAM for 
consultation, however enough positive scores were recorded to confirm the validity of the 
positive control study. TRB concludes that these deviations did not impact the study results. 

COMMENTS AND RECOMMENDATIONS: 

1) The 6 submitted studies are acceptable but cannot at this time be used to support EPA Reg. 
No. 65331-8. The recorded name of the test substance does not match the product name on the 
label, or the name on the CSF. The certificate of analysis does not provide the chemical or 
common name of the active ingredient in the test substance. While the internal names ofthe 
active ingredients approximately match the active ingredient label claim, it cannot be 
determined definitively that the test substance is the same as the proposed product. The 
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EPA Reg. No. 65331-8 
PC Codes 10970 I (Pcrmethrin) and 129121 (Fipronil) 

acceptability of these studies to support EPA Reg. No. 65331-8 will be revaluated when the 
registrant provides clarification of the test substance. If the test substance is different from the 
formulation listed on the Basic CSF (dated March 2, 2012) the registrant must provide the active 
and inert ingredients (and their concentrations) in the test substance or, if appropriate, the name 
of the registered product (ifthe studies were conducted on a different registered product). 

With regard to the primary eye irritation study: The use of one animal is acceptable only when a 
test substance is suspected of being severely irritating. The irritation to the eye was significant 
from the 1 hour to day 6 observations and grade 1 redness and grade 1 chemosis persisted 
through study day 8. While TRB does not believe that a test with two additional animals would 
have resulted in a category I rating, there is the likelihood that the results from two additional 
animals would have placed the test substance in category II. If the registrant disagrees with this 
classification they may repeat the study with EPA Reg. No. 65331-8 as the test substance. 

LABELING: TRB will provide precautionary labeling when the test substance has been verified 
and/or the appropriate studies have been submitted or cited. 
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EPA Reg. No. 65331-8 
PC Codes 109701 (Pcnncthrin) and 129121 (Fipronil) 

Reviewer: Tracy Keigwin 
Risk Manager (EPA): 10 

Date: April 2, 2013 

The following table is the Acute Toxicity Data Evaluation Record (DER) for the f1ve studies 
submitted for in support of EPA Reg No 65331-8 Tradename for Dogs· 

' 
1. DP BARCODE: 409349 

2. PC CODES: 109701 (Permethrin) and 129121 (Fipronil) 

3. CURRENT DATE: April2, 2013 

4. TEST MATERIAL: ML-3,141,301 (Experimental ML-3, 141,301503J 001 Solution for Rats -or· 
Experimental ML-3, 141,301503J 001 Solution for Rabbits -or- Experimental ML-3, 141,301 
503J 001 Solution for Guinea Pigs; Lot/Batch No.: ML-3,141,301 503J 001; Purity: ML-2,095,988 
(6.01% w/w) and ML-3,145,140 (44.88% w/w) Also known as ML-3,141,301 Topical Solution for 
Dogs; Specific gravity: 1.1235 g/mL; colorless liquid 

Study/Species/Lab MRID Results Tox Core 
Study# /Date Cat Grade 
Acute oral toxicity I rat 49027302 LDs0 Females > 1000 mg/kg bw Ill A 
Calvert Laboratories, Inc. AilS animals survived to study 
(Scott Township, PA) Calvert termination. 1 female was 
Study #0406RM52.005 initially dosed at 1000 mg/kg. 
Merial Study No.: PR&D When no mortality was observed 
0254801 4 additional females were dosed 
06/December/2012 at 1000 mg/kg. Clinical 
OCSPP 870.1100; OECD 425 abnormalities observed during 

the study included abnormal gait 
and stance, body quivering, 
decreased activity, piloerection 
and/or bright yellow urine. All 
test animals appeared normal on 
days 4-15 of the study. There 
was no effect on body weight 
gain. No gross abnormalities 
observed at necropsy. 

Acute dermal toxicity/rat 49027305 LD50 > 5000 mg/kg bw (both IV A 
Calvert Laboratories, Inc. sexes and combined). All 
(Scott Township, PA) Calvert animals survived. On study day 2 
Study #0422RM52.005 4/5 females exhibited bright 
Merial Study No.: PR&D yellow urine and/or staining of 
02549 (0254901) the lower ventral area, persisting 
06/December/2012 in 1/5 through study day 8. All 
OCSPP 870.1200; OECD 402 animals appeared normal from 

study day 9 through study 
termination {day 15). No gross 
abnormalities observed at 
necropsy. 
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EPA Reg. No. 65331-8 
PC Codes 109701 (Permcthrin) and 12912 I (Fipronil) 

Primary eye irritation I rabbit 49027304 One animal treated. No corneal II* A 

Calvert laboratories, Inc. opacity was observed during the 
(Scott Township, PA) Calvert study. Iritis was observed at the 
Study #0421LM52.004 one hour observation, resolving 
Merial Study No.: PR&D by day 7. Grade 2 redness was 
02551 (0255101) observed from the 72 hour 
06/December/2012 observation through the day 6 
OCSPP 870.2400; OECD 405 observation. Grades 2~4 

chemosis was observed from the 
1 hour observation through day 
6. All scores zero at day 15. 
MMTS = 21 at 1 hour, 72 hours 
and on day 5. 

*Although study results suggest 
Category Ill, TRB is categorizing 
MRID 49027304 as category II. 
Details are provided on page two 
under "Comments and 
Recommendations" 

Primary dermal irritation I 49027303 Three exposure periods: 3 Ill A 

rabbit minutes, 60 minutes and 4 
Calvert laboratories, Inc. hours. 
(Scott Township, PA) Calvert 3 minute exposure: Grade 1-3 
Study #0420LM52.005 erythema was observed from the 
Merial Study No.: PR&D day 2 though day 8 observations, 
02550 (0255001) resolving within 9 days. Grade 1 
06/December/2012 edema was observed from the 
OCSPP 870.2500; OECD 404 day 2 observation through the 

day 5 observation, resolving 
within 5 days. Desquamation 
was observed at the day 6 
observation. 

60 minute exposure: Grade 1-2 
erythema was observed from the 
day 2 though day 8 observations, 
resolving within 9 days. Grade 2 
edema was observed from the 
day 4 through the day 5 
observation, resolving within 6 
days. 
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EPA Reg. No. 65331-8 
PC Codes 109701 (Pennethrin) and 129121 (Fipronil) 

Four hour exposure: PDJJ = 2.5 
with a mean score at 72 hours= 
3.67. Grade 0-3 erythema was 
observed in all animals (3/3) 
through study day 7, resolving by 
study day 8 in 2/3 and by day 9 
in the remaining animal. Grade 
0-2 edema was observed in all 
animals through the day 7 
observation, resolving within 8 
days. Desquamation was 
observed in 2/3 animals at the 
day 5 observation and in all 
animals at the day 6 observation, 
resolving in 2/3 animals within 8 
days and within 9 days in the 
remaining animal. All scores 
zero by study day 9. 

Dermal sensitization 49027306 Tested using Buehler method Neg A 
(Buehler)/Guinea Pig 20 test animals/10 controls 
Calvert Laboratories, Inc. Induction and challenge used 
(Scott Township, PA) Calvert undiluted test material. 
Study #0424GM52.003 Following challenge, no positive 
Merial Study No.: PR&D dermal reactions were seen on 
02724 (0272401) any ofthe treated or na'ive 
06/December/2012 control animals at either time 
OCSPP 870.2600; OECD 406 point. Appropriate positive 

control study (induction 0.3% 
(w/v) DNCB in 80% ethanol; 
challenge 0.2% DNCB in acetone) 
was provided. Not a sensitizer 

Core Grade Key: A =Acceptable, 5 =Supplementary, U =Unacceptable, D =Data Gap 
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U;>;!TED STATES ENVIRONMENTAL I'HOTECT!ON AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF Cl\E.\1\C.\L SAFETY 
AKU POLL\T\0~ PRE\'EKT\0:\ 

OFFICE OF l'tST!ClllE P!WG\t.\_\JS 
!UiGIST!lXf\0\' ll\VIS\0'1 (7~0~1') 

March 20, 2013 

MEMORANDUM: 

Subject: Name of Pesticide Product: 
EPA Reg. No. /File Symbol: 
DP Barcode: 
Decision No.: 
Action Code: 
PC Codes: 

TRADENAME FOR DOGS 
65331-8 
DP 409348 
475004 
R340 
109701 (Permethrin: 44.88%) 
129121 (Fipronil: 6.01%) 

From: Byron T. Backus, Ph.D., Toxicologist r: 
Technical Review Branch ('> ~ I 
Registration Division (7505P) ~':::- r (2.... 

To: Richard Gebken RM 1 0 
Insecticide Branch 
Registration Division (7505P) 

Registrant: MERIAL LIMITED 

FORMULATION FROM LABEL: 
Active Ingredient(s): 
109701 Permethrin 
129121 Fipronil 
Other Ingredient(s): 

TOTAL 

bywt. 
44.88% 

6.01% 
49.11% 

100.00% 

..... -\..3 

ACTION REQUESTED: "The registrant has been challenged with a petition to deny from the 
me-too registrant (Virbac) for citing exclusive use data. Merial is providing information to 
remedy the data deficiencies in their current application since Virbac would not provide 
permission to utilize their data. Please review this package to determine if their CAS bridging 
argument is a valid argument for use to satisfy the CAS studies." 

1 
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BACKGROUND: 

The material received includes a document (MRID 49027301) titled: "Justification for Bridging 
Companion Animal Safety and Effectiveness Data for Fipronil and Permethrin." There is also a 
data matrix (dated 12/21112) in which a number of citations are made to companion animal 
safety data for fiproni1 (MRIDs 43863802, 44942104, 45143901, 45620507 and 45612702) and 
permethrin (MRIDs 41056906,41953201,43137201,43447101,43396408 and 43612601). 
However, none of these studies was conducted on a formulation containing both fipronil and 
permethrin. 

COMMENTS AND RECOMMENDATIONS: 

I. The Agency does not generally accept bridging arguments for pet products to satisfy the 
companion animal safety study data requirement. As stated in the 870.7200 Guidelines a 
companion animal safety study is conducted for the purpose of establishing an adequate 
margin of safety and not a NOEL of toxicity. The presence of two or more active ingredients 
in a f~rmulation results in the potential for additive or synergistic toxicity. This could 
include (but would not necessarily be limited to) effects involving dermal irritation, behavior, 
food consumption, body weight, and hematology and clinical chemistry parameters. 

2. The only exception to this is when a registrant proposes addition of moderate amounts ofS
methoprene or nylar to a pet care product formulation that has an adequate data base 
(including companion animal safety data). In this situation additional companion animal 
safety studies are not necessary because it has been established that these IGRs (insect 
growth regulators) have low toxicity to mammalian species. 

3. TRB concludes that the companion animal safety study data requirements for 65331-8 (with 
the active ingredients fipronil and permethrin) cannot be satisfied by bridging from studies in 
which animals were not simultaneously exposed to both these active ingredients. 

2 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C. 20460 

MEMORANDUM: 

From: Kevin Sweeney, Senior Entomologist 

Date: April30, 2013 

Subject: PRODUCT PERFORMANCE DATA EVALUATION RECORD 

DP barcode: 409353 
Decision no.: 475004 
Submission no: 930715 
Action code: R340 
Product Name: Tradename for Dogs 
EPA Reg. No or File Symbol: 65331-8 
Formulation Type: RTU spot-on for dogs 

OFFiCE OF 
CHEMICAL SAFETY A:"D 

POLLilTION PREVENTIO:.I 

Ingredients statement from the label with PC codes: 6.01% fipronil (pc code 129121) and 
44.88% permethrin (pc code 109701) 
Application rate: spot-on based on number of vials per unit weight 
Use pattern: dog spot-on 
OCSPP Guidelines: 810.3300 

I. Action Requested: Review cited efficacy data and amended product label. 

II. Background: Registrant cited non-compensable efficacy data in lieu of previous citations 
that Virbac claims are exclusive use data. 

III. Study Reviews 

Fipronil efficacy data: 

Merial: 43212114,43212115,43212116,43212119,43212120,43212121,43212122, 
43444901,435777701,43577712,43577713,43951701,44088901,44942011,44942106, 
45618501,45620502,45620503,45628104,45628105,45866901, 43121117,43121118, 
45620504,45620505,45620506, 45612701,45620503,45620501,45628102,45628103, 
45628201,45866902,46019202,46019201 
Coopers' Animal Health: 41038802,41038803 
Hartz Mountain Corporation: 431372202, 431372203, 43111607 
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Ecto Development Corporation: 43396409,43396410,41683903, 
Wellmark: 46006002, 
Bayer:46978901 

Permethrin efficacy data: 

Cooper's Animal Health: 4225690 I 
Ecto Development Corporation: 43396409 and 43396410 

The registrant was unable to cite Virbac product data as it is subject to exclusive use provisions. 
Those data were used to register EPA Reg. No. 9688-187, which has the same level of active 
ingredients as the subject product. Please find the DER from Clayton Myers attached. 

Conclusion: Merial needs to generate product specific data or submit a justification for the use 
of the existing database for a product that is not similar to the Frontline products. 

IV. Entomologist's Recommendations: 

I. Merial needs to generate product specific data or submit a justification for the use of the 
existing database to satisfY their product specific efficacy. The new product is not similar to 
Merial's Frontline products, and since they are unable to cite Virbac's product specific data, they 
must provide product specific data or a detailed justification for supporting their product efficacy 
data requirement 'With the existing database. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGEJ\CY 
\V ASIIINGTON. D.C. 20-160 

MEMORANDUM: 

To: Bonaventure Akinlosotu 

From: Clayton Myers~ Entomologist Date: November 8, 2011 

Subject: PRODUCT PERFORMANCE DATA EVALUATION RECORD 

DPbarcode: 391921 
Decision no.: 448350 
Submission no: 897940 
Action code: R31 0 
Product Name: Effitix Topical Solution for Dogs 
EPA Reg. No or File Symbol: 2382-RIT 
Formulation Type: Pet Spot-On 

OFFICIO OI
CHEMIC1\L SAFETY AND 

I'OU.lJTION I'REVENIIO:-.J 

Ingredients statement from the label with PC codes included: Permethrin, 44.88% PC: I 09701; Fipronil, 6.01% 
PC: 129121 
Application rate(s) of product and each active ingredient (lbs. or gallons/1000 square feet or per acre as 
appropriate; and g/m2 or mg/cm2 as appropriate): Rate not provided on label. States one bottle (sizes not listed 
in net contents) will treat a surface up to [360][500] square feet. 

I. Action Requested: Data was submitted to support pest claims for a pet spot-on product. 

II. Background: The registrant seeks to register a fiproniVpennethrin combo spot-on product for control of fleas, 
ticks, and other pests on dogs. The registrant has submitted 9 studies to support efficacy claims, in addition to 
selective citations. 

Ill. MRID Summaries: (Primary Review attached) 

a. MRID 48510701: Efficacy Study Against Fleas (Ctenocephalides) on Dogs: Onset of Action. 

I. GLP Study 
2. A laboratory study was conducted to test the speed of effectiveness of a fipronil/permethrin combination 
product with equivalent concentrations as the submitted product (on a w/w% basis). Dogs were qualified 
for flea retention and allocated into 2 groups, a treatment and a control group (I 0 dogs each in the treated 
groups and 6 in the control group). Dogs were infested with fleas on day -6 and day -1. After treatment on 
day 0, dogs were kept in individual pens. Flea comb counts were conducted on day -5 and on day 0 at 2, 6, 
and 12 hours after treatment. Efficacy calculations were based on geometric means and percent efficacy 
was calculated using Abbott's Formula. 
3. Mean flea reduction efficacy at 6 hours after treatment was 94.4% (88.6% if the regular arithmetic mean 
was used). Flea efficacy exceeded 99% by 12 hours after treatment. 
4. The primary reviewer agrees that the study is adequate to support killing claims against fleas within 6 
hours of treatment. The reviewer comments that the weight/volume 'concentrations' used in the study do 
not exactly match those on the submitted product CSF, but notes that another study validates the 
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concentrations, when converted to a weight/weight ratio to calculate the active ingredient concentrations. 
This study is acceptable and claims of killing fleas within 6 hours of treatment are adequately supported. 

b. MRID 48467122: Efficacy Study Against Rhipicephalus sanguineus in Dogs: Duration of Action. 

I. GLP Study 
2. A laboratory study was conducted to test the efficacy and duration of control of Brown Dog Ticks on 
dogs for a fiproniVpennethrin combination product with equivalent concentrations as the submitted product 
on a w/w% basis). Dogs were infested with adult ticks for the study. 6 dogs were placed in a treatment 
group and 6 others in a control group. Each dog received 50 ticks on day -6, and days 0, 7, 14, 21, 28, 35, 
42, 29, 56, and 63. Tick counts and mortality assessment was conducted on day -4, I, 2, 9, 16, 23, 30, 37, 
44, 51, 58, and 65. The ticks were categorized as being alive or dead, and also in 3 subgroups: free, 
attached and unengorged, or attached and engorged. Ticks were counted and removed during the 48 h 
assessment. Efficacy calculations were based on geometric means and percent efficacy was calculated 
using Abbott's Formula. 
3. Efficacy at 2 days after treatment was 86.6%, but efficacy then exceeded 90% after each subsequent 
reinfestation through day 51. The study author states that efficacy should be adequately supported for 7 
weeks after treatment. 
4. The primary reviewer agrees that the study is adequate to support claims against BDT through 7 weeks 
after treatment. The reviewer comments that the weight/volume 'concentrations' used in the study do not 
exactly match those on the submitted product CSF, but notes that another study validates the 
concentrations, when converted to a weight/weight ratio to calculate the active ingredient concentrations. 
This study is acceptable and claims of killing BDT are supported for 7 weeks after treatment. 

c. MRID 48467123: Efficacy Study Against Dermacentor variabilis on Dogs: Duration of Action. 

I. GLP Study 
2. A laboratory study was conducted to test the efficacy and duration of control of American Dog Ticks on 
dogs for a fiproniVpermethrin combination product with equivalent concentrations as the submitted product 
on a w/w% basis). Dogs were infested with adult ticks for the study. 6 dogs were placed in a treatment 
group and 6 others in a control group. Each dog received 50 ticks on day -6, and days 0, 7, 14, 21, 28, 35, 
42, 29, 56, and 63. Tick counts and mortality assessment was conducted on day -4, I, 2, 9, 16, 23, 30, 37, 
44, 51, 58, and 65. The ticks were categorized as being alive or dead, and also in 3 subgroups: free, 
attached and unengorged, or attached and engorged. Ticks were counted and removed during the 48 h 
assessment. Efficacy calculations were based on geometric means and percent efficacy was calculated 
using Abbott's Formula. 
3. Efficacy at 2 days after treatment was 49.4%, but efficacy then exceeded 90% after each subsequent 
reinfestation through day 44. The study author states that efficacy should be adequately supported for 6 
weeks after treatment. 
4. The primary reviewer agrees that the study is adequate to support claims against ADT through 6 weeks 
after treatment. The reviewer comments that the weight/volume 'concentrations' used in the study do not 
exactly match those on the submitted product CSF, but notes that another study validates the 
concentrations, when converted to a weight/weight ratio to calculate the active ingredient concentrations. 
This study is acceptable and claims of killing ADT are supported for 6 weeks after treatment. 

d. MRID 48467124: Efficacy Study Against the Brown Dog Tick (Rhipicephalus sanguineus) and the Cat 
Flea (Ctenocehpalides felis) on Dogs: Effects of Shampooing and Periodic Water Immersions. 

I. GLP Study 
2. A laboratory study was conducted to to evaluate the efficacy and duration of control of a 
fiproniVpennethrin combination product against fleas and ticks after shampooing and water immersion, in 
support of waterproof claims. 24 dogs were blocked within gender and weight groups in 6 blocks of 4 dogs 
in descending order of pre-treatment flea counts, and assigned to 3 treatment groups: Group I was a 
control group that was shampooed and water immersed, 6 dogs. Group 2 was treated with the test 
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substance, 6 dogs. Group 3 was treated with the test substance and shampooed, 6 dogs. Group 4 was 
treated with the test substance and water immersed, 6 dogs. Dogs were infested with fleas (100) on days-
4, 0, 7, I4, 2I, and 28. Dogs were also infested with ticks (50) on days -5, -I, 6, I3, 20, and 27. 
Shampooing occurred on day 12. Water immersion on days 12 and 26. Flea and Tick counts were 
conducted on days -2, 2, 9, 16, 23, and 30. For water immersion and shampooing, animals were rinsed 
using a shower head for 5 minutes at a flow rate of 2 gallons/minute. Efficacy calculations were based on 
geometric means and percent efficacy was calculated using Abbott's Formula. 
3. Tick efficacy at 2 days was variable, but at days 9-30, tick efficacy exceeded 99% for all treatment 
groups, including dogs that were shampooed or water immersed. Flea efficacy exceeded 90% at 2 days, 
and was at IOO% at days 9-10, for all treatment groups, including dogs that were shampooed or water 
immersed. The study author states that efficacy is adequately supported for fleas and ticks after water 
immersion and shampooing. 
4. The primary reviewer agrees that the study is adequate to support claims against ticks and fleas through 
I month after treatment, with shampooing and water immersion. The reviewer comments that the 
weight/volume 'concentrations' used in the study do not exactly match those on the submitted product 
CSF, but notes that another study validates the concentrations, when converted to a weight/weight ratio to 
calculate the active ingredient concentrations. This study is acceptable and claims of fleas and ticks for I 
month after treatment, with water immersion and shampooing, i.e., 'waterproof claims. 

e. MRID 48467I25: The Duration of Efficacy of a Single Application of 104.05 (Fipronil6.7%, Pennethrin 
50%) Compared to a No Treatment Control Against Artificially Induced Infestations of Ticks (Amblyoma 
americanum) on Dogs. 

1. GLP Study 
2. A laboratory study was conducted to test the efficacy and duration of control of Amblyoma americanum 
on dogs for a fiproniVpermethrin combination product with equivalent concentrations as the submitted 
product on a w/w % basis). Dogs were infested with adult ticks for the study. 6 dogs were placed in a 
treatment group and 6 others in a control group. Each dog received 50 ticks on day -7, and days 0, 7, 14, 
21, 28, 35, and 42. Tick counts and mortality assessment was conducted on day -4, I, 2, 9, 16, 23, 30, 37, 
and 44. The ticks were categorized as being alive or dead, and also in 3 subgroups: free, attached and 
unengorged, or attached and engorged. Ticks were counted and removed during the 48 h assessment. 
Efficacy calculations were based on geometric means and percent efficacy was calculated using Abbott's 
Formula. 
3. Efficacy at 2 days after treatment was 70%, but efficacy then exceeded 90% after each subsequent 
reinfestation through day 23. Efficacy was 88% at day 37. The study author states that efficacy should be 
adequately supported for 23 days after treatment, with some residual control ofticks through 30 and 37 
days. 
4. The primary reviewer agrees that the study is adequate to support claims against BDT through 3 weeks 
after treatment, but that one month control claims were not adequately supported, as the 90% efficacy 
threshold was not met for day 30. The reviewer also comments that the weight/volume 'concentrations' 
used in the study do not exactly match those on the submitted product CSF, but notes that another study 
validates the concentrations, when converted to a weight/weight ratio to calculate the active ingredient 
concentrations. This study is unacceptable and claims of killing Amblyoma americana for one month, but 
is partially acceptable and is adequate to support claims for 3 weeks after treatment. 

f. MRID 48467I26: Duration of Efficacy of a Single Application of I04.05 (Fipronil6.7% w/v, Pennethrin 
50% w/v) Compared to a No Treatment Control Against Artificially Induced Infestations of Ticks (Ixodes 
scapularis) on Dogs. 

I. GLP Study 
2. A laboratory study was conducted to test the efficacy and duration of control of Black Legged Ticks on 
dogs for a fipronilfpennethrin combination product with equivalent concentrations as the submitted product 
on a wfw% basis). Dogs were infested with adult ticks for the study. 6 dogs were placed in a treatment 
group and 6 others in a control group. Each dog received 40 ticks on day -7, and with 50 ticks on days 0, 7, 
14, 21, 28, 35, and 42, and with 35 ticks on day 49. Tick counts and mortality assessment was conducted 
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on day -5, 2, 9, 16, 23, 30, 37, 44 and 51, at 48 hours after infestation. The ticks were categorized as being 
alive or dead, and also in 3 subgroups: free, attached and unengorged, or attached and engorged. Ticks 
were counted and removed during the 48 h assessment. Efficacy calculations were based on geometric 
means and percent efficacy was calculated using Abbott's Formula. 
3. Efficacy at 2 days after treatment was 94%, and efficacy then exceeded 90% after each subsequent 
reinfestation through day 37. The study author states that efficacy should be adequately supported for 37 
days after treatment, with some residual control of ticks through 44 and 51 days. 
4. The primary reviewer agrees that the study is adequate to support claims against BLT through 30 days 
after treatment. The reviewer also comments that the weight/volume 'concentrations' used in the study do 
not exactly match those on the submitted product CSF, but notes that another study validates the 
concentrations, when converted to a weight/weight ratio to calculate the active ingredient concentrations. 
This study is acceptable and one month claims against BLT are adequately supported. 

g. MRID 48467127: Determination of a Combination ofFipronil and Permethrin in Topical Solution Against 
Mosquitoes (Aedes aegyptl) on Dogs. 

1. GLP Study 
2. A laboratory study was conducted to test the efficacy of a fiproniVpermethrin product against 
mosquitoes for repellence (preventing feeding) and killing of A. aegypti. Dogs were qualified as mosquito 
hosts, with dogs allowing a feeding rate of 40% were considered acceptable for the study. 12 dogs were 
randomly assigned into 2 groups, a treatment and control group. The product was applied on day 0. Dogs 
were exposed for 28-35 minutes to unfed female mosquitoes in exposure cages on days 1, 7, 14,21/22,28, 
and 35-37. Dogs were sedated during infestations. Afterwards, the mosquitoes were collected and dogs 
were removed from the exposure cages and returned to normal housing. At 50-90 minutes after exposure, 
dead and alive mosquitoes were counted. The mosquitoes were frozen and crushed to determine if a blood 
meal had been taken. Mortality was calculated for both feeding efficacy (repellence) and killing efficacy. 
Efficacy calculations were made using Abbott's Fonnula. 
3. Short-haired dogs were more susceptible to mosquitoes than long hair dogs. The test product has a more 
effective repellence efficacy than killing efficacy. Killing efficacy never exceeded 59.5%. Repellence 
efficacy was 91.7% efficacy at 7 days after treatment. 
4. The primary reviewer concludes that the study is not acceptable to support claims against mosquitoes, as 
no killing efficacy was demonstrated and repellence was only adequate at 7 days after application. The 
study is not acceptable to support any claims against mosquitoes. 

h. MRID 48467128: Repellence Efficacy Study of 104.05 Against Ticks (Dermacentor variabilis and 
Rhipicephalus sanguineus) on Dogs Under Laboratory Conditions. 

1. GLP Study 
2. A laboratory study was conducted to evaluate the repellence of ticks for a fipronil/permethrin 
combination product. 12 dogs were used in the study, with 6 dogs given treatment and 6 dogs left as an 
untreated control group. Adult BOT and ADT were used in artificial infestations. Dogs were infested with 
30 unfed ticks on day -6 (R. sanguineus only), and days 1, 2, 7, 14, 21, 22, and 28. Tick assessments were 
conducted on days 1, 2, 7, 14, 21, 22, and 28 at 3 hours after infestation/reinfestation. Tick counts with 
removal were conducted on days -5, 2, 4, 8, 15, 22, 23, and 29, 24 hours after the infestations. Ticks were 
categorized as being alive or killed and in 3 subgroups: free, attached and engorged, or attached and 
unengorged. Ticks found in the infestation chamber after removal of the dogs were categorized as live, 
moribund or dead. %mortality was calculated using Abbott's Formula. 
3. BOT repellence efficacy was 90-95% for the 3 hour assessments through 14 days. Efficacy was 99% or 
greater for the 24 hour assessment through 29 days. For ADT, repeilence efficacy was 90-97% for the 3 
hour assessments through 22 days. Efficacy was 97% or greater for the 24 hour assessment through 29 
days. The author concludes that repellence efficacy for ticks is supported through up to 29 days after 
treatment. 
4. The primary reviewer concurs that basic tick repellence claims are supported for up to one month after 
application. The study is acceptable to support claims of tick repellence for up to one month. 
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i. MRID 48467129: Summary of Efficacy Data for EffitixTM Topical Solution for Dogs End Use Product. 

This MRID was a summary of selectively cited and submitted studies in support oflabel claims. The 
submission is supplemental. 

j. Selective Citations of60 MR!Ds from the fipronil and permethrin efficacy database including the 
following: 
43121114, 43121115, 43121116, 43121119, 43121120, 43121121, 43121122, 43444901, 43577701, 
43577712,43577713,43951701,44088901,44942011,44942106,45618501,45620502,45620503, 
45628104,45628105,45866901,43577712,43121114,43121115,43121117,43121122,43121118, 
45620504,45620505,45620506,43444901,43444901,43577701,43951701,45612701,45620503, 
45866901,45620501,45618101,45628102,45628103,45628201,45866902,46019202,46019201, 
41038802,41038803,43137202,43137203,43396409,43396410,46006002,41683903,43111607, 
43396409,43396410,46978901,42256901,43396409,43396410 

These studies support efficacy claims (in various versions) against fleas, ticks, lice (chewing/biting), mites 
(aids in control ofsarcoptic mange), mosquitoes, and repellence of biting flies. 

Claims are not supported for sand flies, for killing/control of mites (only 'aids in control'), or sucking lice. 

IV. RECOMMENDATIONS: 

(1) Labeling: 

(a) What pests and site/pest combinations may be added as follows to the label based on the submitted or cited 
data? 

Fleas: Killing within 6 hours and control for up to one month. Also repellence of fleas. 
Ticks: Killing and controlling for up to one month. Also repellence of fleas. 
Mosquitoes: Killing and controlling for up to one month, also repellence and prevention of blood feeding 
for up to one month 
Biting Flies: Repellence 
Lice (chewing/biting): Killing and controlling for up to one month 
Mites: Aids in control of sarcoptic mange/mites that may cause sarcoptic mange, etc. 

(b) What pests and site/pest combinations must be removed from the label? 

Any and all claims against sandflies 
Any claims of control of fleas or ticks beyond one month (given that waterproof claims are included) 
Killing/controlling claims against mites (only aids in control is supported) 
Any and all claims against 'sucking' lice 

(c) List changes to the directions for use: 

None required 

{d) List changes to the optional marketing claims: 

The following marketing claims must be deleted from the label (pages 4~7) 

All references to sandflies, killing/controlling of mites, and 'sucking' lice must be removed from all 
marketing claims and from the entire label. References to the word 'effective' are deemed inappropriate, as this 
implies a heightened comparative efficacy claim (a decision on the suitability of this claim is deferred to the product 
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manager). Finally, any and all claims of 'breaking the flea life cycle' must be deleted, as this product does not kill 
flea eggs or larvae. On a line-by-line basis, the claims marked with strikethrough te1ct below must be deleted. 

''For convenient, quick-acting, long~lasting etrective control of fleas ticks ... " 

" ... (biting, chewing and Sl:lclcing) lice and mites ... " All variations of these kill claims must be deleted 
throughout the label. Claims against mites may be expressed as 'aids in control.' 

"Kills fleas, ticks, lice, mites and mosquitoes, repels biting flies and mosquitoes" 

"Repels fleas, ticks, biting flies, sandflies and mosquitoes" 

"Research has sho•Nn that flea, tick, (sucking, biting, and chewing) lice and mite infestations can be completely 
controlled •Nith. monthly applications ofEFFITIX™ Topical SolHtion for Dogs." The claim 'research has 
shown' is unacceptable and the claim 'can be completely controlled' implies 100% efficacy, which is also 
unacceptable. 

"Effective monthly application against fleas, ticks, and mosquitoes" 

"Fleas: EFFITIX™ Topical solution for dogs can kill adult fleas in 6 hours for up to th.ree months. Apply 
monthly if your dog ... " 

"Eftective monthly application against fleas" 

"Effective monthly control of fleas" 

"Easy to apply (effective) control ... " 

"Effecti·1ely breaks the flea life cycle" 

"Eftective monthly application against ticks" 

''Repels and inhibits blood feeding by biting flies, sandflies and mosquitoes" (delete all other references to 
sandflies) 

''Lice: EFFITJX™ Topical Solution for Dogs can kill sucking, biting and chewing lice for ... "(delete all other 
references to sucking lice) 

"Mites: \Vhen applied monthly, EFFITIX™ Topical Sollltion for Dogs kills mites" 

"Mites (Cheyletiella yasguri): When applied monthly .... " 

''Kills mites (that may eause sarcoptic mange)" Can be revised to 'aids in control of mites that may cause .. 

"Sold by veterinarians" 

''Veterinarian recommended" 

Page 6 of6 
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• It YES, enter dclivefY address below: 

\ "' "' TNTtothy (Tim) A. Dotson,4>irector · 
"'-· '"'· Regulatory Affairs US 

Meriallimited 

D Express Mall 3239 Satellite Boulevard, Building 
Duluth, GA 30096-4640 D Return Aectllpt for Merchandise 

2. Article Number 
(rransfar from l*lfVicfJ lebef) 7008 3230 DODO 9482 3357 

;:.s Form 3811 , February 2004 Domestic Return Rooclpt J1)2W5..(12.M·\540 

' 
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' 

UNITED STATE~-<:>0STAL SERVICE Ill First-Class Mail 
Postage & Fees Paid 
USPS 
Permit No. G-10 

• Sender: Please print your name, address, and ZIP+4 in tt- · '--~. 

Mr Richard Gebken (MC 7505P} 
Environmental Protection Agency 
Ariel Rios Building 
1200 Pennsylvania Ave., N.W. 
Washington, CD 20460 

L 1 I ~lJllll 1 L 1l 1 I iu Ji u1 J 11 I 1 I 
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21-Day Screen of Amendment 
(Completed by Contractor) 

21-day Expires on 3/sAr 

Document Part Of: 0 533 1-'6 

MRID, If Any: l(f0273 

Content Screen: Recommended to 
~Fail 

11-3 Review: ~ssed]Failed/NA 

Overall Status: ~Fail 
Document returned to: 
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Memorandum 

Date: I 1Y I d 

To: ____ _,_p-'--L--'--'1 o"-----' Regulatory Manager 

From: Information Services Branch, ITRMD 

Your receipt of this data submission is not an 
indication that MRIDs for the enclosed studies have 
been posted to OPPIN. 

We expect that it will be approximately 5 days 
from the above date before the study-level data is 
available in OPPIN. 

If you have any questions about this process, 
please contact Teresa Downs (305-5363). 

;;;,( /1{13 

This is a: D\-.ful 5 ! (' J ~~JtJ/IJ rn 

'! p~r :,: : . ~~-~IM ~J ~
u rejt • I ,/ ~~vuC" ( - I' 

'----\/- \ r - f ! .._, / fdrJ~I. v
1

v l J 

c';.R f 

W~; 
L-V 
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December 21, 2012 

Bayer Healthcare LLC 
P.O. Box 390 
Shawnee Mission, KS 66201 

Bv Certified Mail 
3239 Satellite Blvd. 
Dululll. GA 30096 
Tel, 678 638 3000 

RE: Meria/ Limited Citation of Product Performance Data for EPA Reg. No. 
65331-8 

To Whom It May Concern: 

Merial Limited, 3239 Satellite Blvd., Building 500, Duluth, GA 30096 is citing MRID 
46978901 in support of an efficacy claim for EPA Reg. 65331-8. Merial is citing the 
data under the selective method of data support. Pursuant to FIFRA §3(c)(1)(F), 
Merial offers to: 

• Pay compensation for data owned by your company (individually or as part 
of a task force) and submitted to EPA, to the extent required by law, and 

• Enter into negotiations to determine which data, if any, may be subject to 
compensation and the amount and terms of any compensation due. E 

To the extent that you feel compensation may be due for reliance on data that would 
support registration of this product, please provide us with the following information 
so that we may evaluate your claims and commence negotiations: 

1. Title of Study; 
2. Formulation on which study was conducted (i.e., active ingredient and percent 

active) and principal inert ingredients (if any); 
3. Author (i.e., laboratory conducting the study); 
4. Date study was completed; 
5. Certification that the study was conducted in accordance with EPA Good 

Laboratory Practice regulations (40 C.F.R. §160); 
6. Certification of access to the raw data; 
7. Date study was submitted to EPA; 
8. EPA Guideline under which study was submitted to EPA; 
9. Proof of EPA's reliance on the study, as indicated in the RED, TRED, or other 

reregistration correspondence; 
10. Proof of EPA's acceptance of the study as Core Guideline, as indicated in the 

Agency's Data Evaluation Record, or in reregistration correspondence; 
11. Actual cost of each item of data, along with an explanation of how each cost figure 

was derived; 
12. Offers to compensate and compensation received to date, by study 
13. Relevance of any data claimed to an indoor residential use for pets (dogs). 

Meriatlimited is a company limited by shares regisltred In England and Wales1registered nwnbtr 33327511 with a registered office at PO Box 321 
Sandrinyhllm Kouse. Sandringham Avenu~. Harlow Business Part. Hallow, Essex CMt9 5QA. Engbnd. and domesticated in Delaware. US~ as Meriat LLC. 204



Page 2 
Dec. 21, 2012 

We believe that a mutually satisfactory agreement can be reached governing EPA's 
use of any data developed by your company on a similar product. If no response is 
received within thirty (30) days, we will assume that no compensation is· requested, 
and we will proceed accordingly. 

Sincerely, 

Timothy A. otson 
Regulatory ffairs US 
Merial Limited 
3239 Satellite Blvd 
Duluth, GA 30096 

205



PRIA 2-21 Day Content Screen Review Worksheet 
(EPA/OPP Use Only) 

,:2 _I 2 _ I' ~23109 
21 Day Screen Start Date: -----,-~-'-'"'-------=-
Experts In-Processing Signature: f'- 1'-- Date;< - /~ -;3 Fee Paid: Yes ~ 
Division management contacted on issues No Yes Date-------

EPA Reg. Number: ?53:3 ( - /? EPA Receipt Date: ,2 - I 2 - /:'5 

1 

2 

3 

4 

5 

Items for Review 

Application Form (EPA Form 8570-I)(link to form) signed & complete 
including package type 

Confidential Statement of Formula all boxes completed, form signed, and 
dated Form · to 

a) All inerts (link to http://www.epa.gov/opprdOOl!inerts/), no 
including fragrances, approved for the proposed uses (see 
Footnote 

Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to 
form) completed and signed (N/A if 100% repack) 

Certificate and data mat:Iix consistent 

If applicant is relying on data that are compensable, is the offer 
to pay statement included. (see Footnote B) 

for 

yes no 

Exemption Statement (EPA Form 8570-27) (Link to 
and signed (N/A if source is unregistered or applicant owns the 

Data Matrix (EPA Form 8570-35) (Link to form) both internal and external 
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% 

Selective Method 

b) Cite-All (Fee category experts use) 

c) Applicant owns all data (Fee category experts use) 

5 Copies of Label (link to http://www.epa.gov/oppfeadl/Jabelingllrm{) 
6 (Electronic labels on CD are encouraged and guidance is available)( link to 

http://www.epa.gov/pesticides/regu!ating/registering/submissions/index.htm#labe!s 

I 

Yes No N/A* 

X 
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7 Is the data package consistent with PR Notice 86-5 (link to PRN 86-5) ;< 
Notice of Filing (link to 

8 httJ2:1!www.eua.gov/gesticides/regulatimUtolerance uetitions.htm) included 
with petitions (link to 
http :1/www .epa.go v /pesticides/regulating/tolerances .h tm) ;>Z 

9 
If applicable for conventional applications, reduced risk rationale (link to 
http://www.epa.gov/opprdOOl!workplan/reducedrisk.html) /-

Required Data (link to 

X htt(!://www.eQa.gov/nesticides/regulatin2/data reguirements.htm) and/or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 

10 
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Comments: 

* NIA- Not Applicable 

Footnotes 

PAcrA5-Ef"1 

fPLS, 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses. If an 
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, conecting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information. forms. data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period, otherwise. the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by consulting the inert Web 
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site [link to http://www.epa.gov/opprdOOl/inerts/lists.html] and if the inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS number on this web site. 
Simple typographical errors in the name or CAS number have resulted in processing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch@epa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inetts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http: 1/www. epa. !!O v /opp bppd 1/bi opes ticides/ contacts bppd .htm ]. 

'When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional information such as an alternate name of the inert, CAS number or other 
infonnation [link to http://www.epa.gov/opprdOOllinerts/tips.pdf] must also be included 
to enable the Agency to determine if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier of the 
mixture or fragrance may need to provide this infonnation to the Agency. Prior to the 
Agency's receipt of an application, applicants must anange with a proprietary mixture or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
cannot or are not identified or provided within the 21-day content review period, the 
Agency will reject the application. 

During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved Inerts Identified on CSFs 

All applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee of the category identifred. 

Conventional New Product Applications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R311, R312 or R313), it will contact the applicant with the 
following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day content review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21~day 
content~review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product~inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
W1approved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

1. Correct the application by, for instance, correcting the spelling or name of the 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss harmonizing the timeframe for both actions. 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me-too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R301 or 
A531. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

February 12, 2013 

OPP Decision Number: D-475004 
EPA File Symbol or Registration Number: 65331-8 
Product Name: TRADENAME FOR DOGS 
EPA Receipt Date: 26-Dec-2012 
EPA Company Number: 65331 
Company Name: MERJAL LIMITED 

TIMOTHY A. DOTSON 
MERJAL LIMITED 
3239 SATELLITE BLVD. 
DULUTH, GA 30096-4640 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your amendment and certification of 
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will 
be communicated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: R340 

AMENDMENT;NON-FAST TRACK;REVIEW WITHIN RD, E.G. PRECAUTIONARY 
LABELING; 

No additional payment is due at this time. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-9362. 

~~ 
Front End Processing Staff 
Information Technology & Resources Management Division 
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!Fee for Service! {930715"~ 

--------·-------1 
This package includes the following 

o New Registration 

@Amendment 

ill Studies? Fee Waiver? 

. ----------------------------------------

for Division 

0 AD 
0 BPPD 

@RD 

Risk Mgr. []]] 

~---·---·----------··-··-··-----·············-· ·····-·-· ;::==···· ··==· -··-==·-··· ===;- ········---···---
Receipt No. S-1 930715 

~I =====i 
EPA File Symbol/Reg. No. . 65331-8 

L_Pi~-~~~~h~~~--- --- __ 1_1~~=~~=~~=----- ··················-~ 
c This item is NOT subject to FFS action. 

····-··-·····-----·--···········-·-

~- A.ctinn--eo-dt:r:-- -----,1 ~ Parent/Child Decisions: • 

1 Requested: I R.'NO I • • 
Granted: I ~3'10 I 

Amount Due: $ 7 011 
------------------------------- ______________________________________ j 

'----------·······-···--··--·-··--------·· 

Ill Inert Cleared for Intended Use Uncleared Inert in Product 

Reviewer:~~ Date: . ..::.J/.l-'i'-'-'l//.c'_3 __ 

Remarks: rAJ ~""fJ:iFM ,,/r)v;.A,N ;;;;~ 
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' """""" j 
Fee for Service: ~-j 

Bii!Sble: r. Yes C No 

com~ny:}3533~:._f\4ERIA~~~-~-- -VJ 
-.·:·· RiSk-~~e;; ~-~egistr~ion Divisi~, ffisk Ma~agen;;~ Team 10 . ::£! .. 

·.Product#;-- ¥5~~~~:: , ·~---Product Name; -~~~~~-FOR ~G~ ~~-~ . 

Me.Too ,~~~-~~~ 
-section3: 

Me Too, 
Product Name: 

Applic8f:ion .Date: 

Front End Date; 

, fFS Due Date: 

P"1~-o-D,~c-o_,:=o1'-',:--· ~: [!dj OPP Rec'vd Dat~{ ps:~-~-201;2- ·-l!dj 
fJs-Feb-2013, 1!2Jl- RiskManagerSendoat,e;, fidJ 

= ~---~-

OPP Target Dat'e: 

1'"02 track'. r 
'Receipt Description: 

Negotiated Due Date: 

Print Letter 

Enter More Information 

Tracking 

ViewfEdit 

cute toxic~y studies and an updated Data Matrix Nc+r !<:'{'! ,>iLtifft, ,~-~-*~---·-·· 
RNp.s-,.t Cnt+. 
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ME RIAL LIMITED 
115 Trans Tech Drive 
Athens, GA 30601 

Vendor Name ,...."'VIRONMENTAL PROTECTION 
__.ENCY 

Check Date 20-Dec-2012 Vendor Number 6830 

lnvoloe 

157165 

MERIAL LIMITED 
115 Trans Tech Drive 
Athens, GA 30601 
(706) 548·9292 

I ; 

18-Dec-2012 EPA PRlA Fee 

TOTAL 

Pay Three Thousand Six Hundred Seventeen and 001100 Dollars•• ........ 

To The 
)r Of 

ENVIRONMENTAL PROTECTION AGENCY 
US BANK GOVERNMENT LOCKBOX 979074 
t005 CONVENTION PLAZA SL-MO-C2-GL 
STLOUIS, MO 63197 

Check Number 

Citibank, N.A. 
One Penn's Way 

New Castle DE 19720 

Check Date 

20-Dec-2012 

"'oooo 5? • • ~ ""'       

' 
0.00 

: 

' " ' . 

I,',, 
' 

0.00 

571146 

Check Amount 

·········$3,617.00 

3,617.00 
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PIIIUII r.•d /mt(nx:t/OM On r.wtn• b•fof'fl ci etia:z form. Form A(!E!rovei JMB No. 207()..0060 

United States ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manegor 3. Proposod Clanlficetion 

Merial Umited/65331-8 Richard Gebkln D Relltrictod 
4. Company/Product (N~~m•l PM# 

0Nona 

CERTISHIELD for doqs 10 

5. N~~m~t and Addrau of Applicent (lncluda ZIP Coda} 6. Expedited Review. In accordance with FIFRA Section 3(clf31 

Meriallimited 
lbllil. my product is similar or identical in composition and labeling 
to: 

3239 Satellite Blvd., Duluth, GA 30096 
EPA Reg. No. 

D Chack if this is • naw addrDS$ Product Name 

Section -II 

0 Amondmant • Explllin below. D Final printed label• in raaponaa to 

D D 
Agency latter dated 

Resubmlasion In raeponta to Agency !attar datod ~Me Too~ AppHcotion. 

D Notification- Explain below. D Othar- Explain below. 

Expfanation: Usa additional pllgeh=llf necanary. {For section land Section 11.1 

Submission of new acute toxicity studies for CERTISHIELD and an updated Data Matrix 

Section - Ill 
1. Matariel Th~ Product Will S. Pac:::ka~d In: 

Child-Resistant Packaging Unit Packaging Wator Soluble Packeging 2. Twa of Containor 

tjv .. · tjv" ~ 
v .. 

~r"· No No No 
Pla.lic 
Gla" 

• Cortmcation must 
If ~va.~ No, par If ~ves~ No. per Paper 
Unit Packaging wgt, contair-..r Package wgt contalnar Othor (Spscify) 

be submftt&d 6 oz. 3 and 6 

3. location of Net Content•lnlormalion 4. Sizals) Retail Contair-..r 5. Location of label Directions 

D ~Container E9 OnLabal 
Labol On Ulbeling a.~:componying product 

6. Mannar in Which Labell• Affixed to Product = Uthograph ~ Othar Printed 
Paper roued 
Stanci ad 

Section- IV 
l. Contact Point fComp/tra/rar= dir•crly ba/ow for id•ntffication of indivfdu•l to b• cont•ctod, if n•c•nary, to procus th~ IIPPHcarion.( 

Nama Title Telephana No. !Include Areo Coda) 
Timothy A. Dotson Director, RA NPD 678-638-3713 

Certification 6. Date Application 

I cartify that tha statomants I have made on this form and all anachmants tharato ere trua, accurata and complata. Racaived 
I ocknowladgo thot any knowingly false or misleading atatoment moy bo puniaheblo by fine or imprisonment or (Stamped) 
both undar epplic•blelaw, 

2. s;'"''""' 4~ 2--~ 
3. Titlo 

··--- Director, RA NPD --· ,, Typod Nam• I 5. Date 

Timothy A. Dotson I 2. /.;~ i /I 2... 

p .. EPA Form 8570.1 IRav. 6-94) reVIOUf edition• are obsolata. . Whha EPA Ale Copy lorlgi!WI Yellow· Applicant Copy 
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Timothy A. Dotson 
Director 
Regulatory Affairs US 
Tel: 678-638-3713 
Fax: 678-638-3715 

December 21, 2012 

Mr. Richard Gebken 
Registration Division 
Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

SUBJECT: CERTISHIELD™ for dogs, EPA Reg. No. 65331-8 

3239 Satellite Dlvd. 
Duluth. SA 30096 

678 638 3000 

Submission of New Acute Toxicity Studies and Updated Data Matrix 

Dear Mr. Gebken: 

Merial is hereby submitting new acute toxicity studies on the final formulati(lll for 
CERTISHIELD™ for dogs, EPA Reg. 65331-8, for reevaluation of the ldbe1ing 
precautionary statements. Also, following a phone conversation with Marion Johns::::-: :m 
18Dec12, we are submitting an alternate Data Matrix which cites data that are not 
exclusive-use data, and aside from a single study, are non-compensabli.- We are ,citi'lg 
both efficacy and companion animal safety studies, and providing' fl ratio(1e-l~ tor 
"bridging" the individual companion animal safety studies conduct<;"<:> 'Vith F:-on~:i!le 
(fipronil) and the ones conducted with permethrin. We are also citin£: Fror.tline, stuC:ies 
for efficacy claims related to fipronil (adulticidal claims), and perm2~:1'::r. studieS for 
efficacy claims relating to permethrin, e.g. repellency. Merial anticipates th::~t any 
labeling changes required based on the evaluation of the new acute toxicity studies Will 
be undertaken during this review period, with submission of labeling at a later dat~-.' 

Volume 1 of this submission includes a cover letter, copy of the Application form (8570-
1) and PRIA check, Data Certification form, and new Data Matrix. Volume 2 contains the 
Transmittal Document. Volume 3 contains the justification for bridging fipronil and 
permethrin studies. Three copies of each final study report are also included. 

Merial anticipates that this submission will have PRIA category R340, AMENDMENT 
REQUIRING DATA REVIEW WITHIN RD (E.G., CHANGES TO PRECAUTIONARY LABEL 
STATEMENTS). This category provides for a 4-month statutory review time. A fee of 
$3,617 is being remitted now in the form of a check payable to the US EPA. A copy of 
the check is included in this submission. 

Thank you for your assistance in this matter. Please call me at 678-638-3713 (email at 
Timothy.Dotson@Merial.com) if you have any questions regarding this submission. 

Sincerely, i /\ --- (\ 
Tim~~~o on 
Director 1 

Regulatory Affairs NP US 

I 
~-

Me rial limited is a company 6mited by shams registered in Englllnd ami Wales (registered number 3332751) with a registered office at PO Box 327 
Sandringham House. Sandringham Avenue. Harlow Business Park. Harlow, Essex CM19 SllA. England, and domeslica!ed in Delaware. USA as Merial tiC. 217



Submitter: 

TRANSMITTAL DOCUMENT 

Merial Limited 
3239 Satellite Blvd. 
Duluth, GA 30096-4640 

Regulatory Action: Submission of new Acute Toxicity studies and an updated Data 
Matrix for EPA Reg. No. 65331-8 

Transmittal Date: December 21, 2012 

list of Submitted Volumes: 

VOLUME Guideline TITLE : MRID ~~0. 

1 of 8 NA Administrative Materials 
-+ 

--- I 
2 of 8 NA Transmittal Document 

3 of 8 NA Justification for Bridging Companion 
Animal Safety and Effectiveness Data 
for Fioronil and Permethrin 

4 of 8 870.1100 ML-3,141,301: Acute Oral Toxicity 
Studv in the Rat 

5 of 8 870.1200 ML-3,141,301: Primary Dermal 
Irritation Studv in Rabbits 

6 of 8 870.2400 ML-3,141,301: Primary Eye Irritation 
Studv in Rabbits 

7 of 8 870.2500 ML-3,141,301: Acute Dermal Toxicity 
Studv in Rats 

8 of 8 870.2600 Delayed Contact HypersenSitivity in 
Hartley Guinea Pigs (Buehler Method) 
with Ml-3 141 301 

4902730) 

4902730 2 

3 4902730 

4902730 4 

5 4902730 

4902730 6 
I 

Company Official: Timgth')::' A. Dotson --riA --;) ) I I I -----;-;: ___ / ~ ~i /I-' ~- t2 }/ ( l 
. I 

Name 

Company Name: Merial Limited 

Company Contact: Timoth'i A. Dotson 
Name 

Email: timothy .dotson@ me ria l.com 

Page 2 of 2 

SlgnatuijE!/Date 
J 

678-638-3713 
Phone 
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FonnA roved OMS Nos. 2070-0060; 2070-0057; 2070-0107: 2070-0122; 2070-0f64 

'""' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY f'l ~ 1200 Pennsylvania Avenue, N.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notioe: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration 
and 0.25 hours per response tbr reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send 
comments regarding burden estimate or any other aspect of this cottection of information, including suggestions for reducing the burden to: Director, Collection 
Strategies Division (2822T), U.S. Environmental Protection Agency, !200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the completed fbnn 
to this address. 

Certification with Respect to Citation of Data 

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/File Symbol 
Meriallimited, 3239 Satellite Blvd, Duluth, GA 30096 65331-8 

Active lnmedient(sl and/or representative test comoound(s) Date 
Fipronil + Permethrin December 21, 20t2 

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name 
Indoor, non-food use CERTISHIELD for dogs 

NOTE: If your ptoduct is a toO% repackaging of another put chased EPA-registered product labeled for all the same uses on your label, you do not need to 
submit this form. You must submit the Fonnulator's Exemption Statement (EPA Form 8570-27). 

D 
I am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix fonn should 
be used for this purpose). 

SECTION 1: METHOD OF OAT A SUPPORT (Check one method only) 

D 
I am using the cite-all method of support, and have included wijh this form 

0 
I am using the selective method of support (or Cite-all option 

a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a 
should be used for this purpose). completed list of data requirements (the Data Matrix fonn must be 

used). 

SECTION II: GENERAL OFFER TO PAY 

[Required if using the cite-all method or when using the clte-all option under the selective method to satisfy one or more data requitementsl 

D I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certify that this application for registration, this fonn for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the 
application for registration, the fonn for reregistration, or the Data-Call-In response. In addition, if the clte-all option or cite-all oj:tion under the setect"rve method is 
indicated in Section !, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or 
substantially similar product, or one or more of the ingredients in this product: and (2} is a type of data that would be required to be submitted under the data 
requirements in effect on the date of approval of this application if the application sought the initial regisllation of a product of identical or similar composition and 
uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have obtained 
the written permission of the original data submitter to dte that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) tam the original data 
subm~ter; (b) I have obtained the pennission of the original data submitter to use the study In support of this application: {c) all periods of eligibility for 
compensation have expired for the study: (d) the study !sin the public literature: or (e) I have notified in writing the company that subm~ted the study and have 
offered (I) to pay compensation to the extent required by sections 3(c)(t)(F) and/or 3(c)(2)(8} of FIFRA; and (ii) to commence negotiations to determine the 
amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offets to pay compensaijon and evidence of their delivery in 
accotdance with sections 3(c)(t)(F) and/or 3(c)(2)(8) of FIFRA are available and will be submitted to the Agency upon request. Should 1 fail to ptoduce such 
evidence to the Agency upon request. I understand that the Agency may initiate action to deny, cancel or suspend the tegistration of my product in conformity with 
FIFRA. 

I cortify that the statements I have made on this form and all attachments to it are true, accurate, and completo. I <~cknowledge that any 
knowingly false or misleading statement may be punishable by fino or imprisonment or both under applicable taw. 

>ignature __ -- 1 /t >" ~ Date Typed or Printed Name and 11tle 

II -- ~ ~ Dec. 2 t, 20 t2 Timothy A. Dotson, Director 

EPA F nn 8570- 4 12-2 3 ( 0 0 "labl 00/ectro 1c a d Paper vers1ons ava1 m· 0 e Sub 11 o ly Paper vers1on. 

219



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMS No. 2070-0060 

PaperwOrk Reduction Act Notice: The pubHc reporting burden for this collection of "tnforma!ion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden 1o: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 40t M Street, S.W., Washington, OC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Oate December2t, 2012 

s Name< 

Merial Limited, 3239 SateUite Blvd, Duluth, GA 30096 

I Finronil 

Guideline Reference Number 

830.1550 

830. t600 

830.1620 

830. t650 

830. f670 

830. t700 

1830 1900 

0 

830.6313 

Guideline Study Name 

PROOUCT IDENTITY AND COMPOSITION 
---IIOFMA 

j DESCRIPTION OF PRODUCTION PROCESS 

DESCRIPTION OF FORMULATION PROCESS 

DISCUSSION OF FORMATION OF IMPURITIE~ 

D LIMITS 

'HANALYTI 

SUBMITTAL OF SAMPLES 

COLOR 

PHYSICAL STATE 

rHE 

ODOR 

STABILITY TO I 
METAL IONS 

LAND ) TEMP, METALS AND 

·CHEMICAL COMPATIBILITY 

~---=-=_ ~/) )? ;~....___ 
EPA "'ap• "'aper version. 

EPA Reg No./File Symbol 65331-8 jPage1of8 

I Product 

CERTISHIELDT~ for dogs 
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Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2 t37), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date December 21, 2012 EPA Reg No./File Symbol 65331·8 Page 2of 8 
-Applicant's/Registrant's Name & Address Product 

Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELQTfA for dogs 

Ingredient Fipronil + Permethrin 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.6316 EXPLODABILITY 48638303 MERIAL OWN 
830.6317 STORAGE STABILITY 48638303 MERIAL OWN 
830.63t9 MISCIBILITY 48638303 MERIAL OWN 
830.6320 CORROSION CHARACTERISTICS 48638303 MERIAL OWN 
830.6321 DIELECTRIC BREAKDOWN VOLTAGE 48638303 MERIAL OWN 
830.7000 pH ADMIN MERIAL OWN 
830.7050 UVNISIBLE LIGHT ABSORPTION 48638303 ME RIAL OWN 

830.7100 VISCOSITY ADMIN MERIAL OWN 

830.7200 MELTING POINT/MELTING RANGE 48638303 MERIAL OWN 
830.7220 BOILING POINT/BOILING RANGE 48638303 MER!AL OWN .. 

830.7300 DENSITY/RELATIVE DENSITY/BULK DENSITY ADMIN MER!AL OWN 

830.7370 DISSOCIATION CONSTANTS IN WATER 48638303 ME RIAL OWN 

830.7520 PARTICLE SIZE, FIBER LENGTH, AND DIAMETER DISTRIBUTION 48638303 ME RIAL OWN 

830.7550 
830.7560 PARTITION COEFFICIENT (n-OCTANOl.JWATER) 48638303 ME RIAL OWN 
830.7570 

Signatur:--~ ~ /\ ., 
/---.... 

Name and Title Date 

iJy 
TimothY A. Dotson, Director, ReQ. Affairs US V-'/"1(! i: 

EPA Form 8570-35/(9·97) ElectroniC and Paper vers1ons available. Submit only Paper vers1on. Agency Internal use Copy 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 0.25 hours per response for registration activlties and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send comments regarding the burden estimate or any other aspect of this collection 
of infonnation, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 40t M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date December 21, 2012 EPA Reg No.fFile Symbol 65331-8 I Page 3of8 . 
Applicant'sJRegistrant's Name & Address Product 

Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELD 1
" for dogs 

lnnredient Fipronil + Permethrin 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.7840 WATER SOLUBILITY 48638303 ME RIAL OWN 830.7860 

830.7950 VAPOR PRESSURE 48638303 ME RIAL OWN 

NOT APPLICABLE RATIONALE FOR WAIVER REQUESTS 48638303 MERIAL OWN 

Signature ~ ' 
Name and Tille D'! .~ /1 t~ /2 .u/!7------ -~. ' 

C' ('J 
TimothyA,Dotson, Director, Reg. Affairs US 

EPA Fonn 8570-35 (9/7) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved DMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street. s.w. 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
reregistration and special review activities, including tlme for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect ofthis collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date December 21, 2012 EPA Reg No./File Symbol 6533 t-8 Page 4 of 8 

Guideline Study Name MRIO Number Submitter Status Note 

/! z_ 
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Dale December21, 2012 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, s. W. 

D.C. 20460 

to average 
and completing the necessary fonns. 

burden to: Director, OPPE lnfonnation Managemen1 Division (2 f37}, U.S. 

DATA MATRIX 

Fonn Approved OMB No. 2070-0060 

0.25 hours per 
estimate or any other aspect of this collection 

Agency, 401 M Street, S.W., Washington, DC 20460. 

EPA Reg No./File Symbol 65331-8 Page 5 of 8 

Status I Note 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M street, S.W., Washington, 
DC 20460. Do not send the form to this address. 

Date December 2t, 2012 

Meriat Limited, 3239 Satellite Blvd, Duluth, GA 30096 

Guideline Reference Number Guideline Study Name 

810.3300 

·-- ---~ ------- ---·~·~"'"•, 

~ 

£,---·------/o 

DATA MATRIX 

MRID Number 

43137203 

EPA Reg No./File Symbol 6533t-8 

CERTISHIELD"""' for dogs 

Submitter 

HARTZ MOUNTAIN CORPORATION 

ELOPMENT CORPORATI 
ELOPMENT CORPORATI 
ANIMAL HEALTH 
UNTAIN CORPORATION 
ELOPMENT CORPORATI 
ELOPMENT CORPORATI 
A.LTHCARE LLC. 
ANIMAL HEALTH, INC. 

ELOPMENT CORPORATI 
ELOPMENT CORPORATI 
r~•~ 

Page 6of 8 

Status I Note 

OLO 
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Form Approved OMB No. 2070..0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response tor registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date December 2 t, 20 t2 EPA Reg No./File Symbol 6533 t-8 I Page 7of 8 

Applicant's/Registrant's Name & Address Product 

Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELD"' for dogs 

lrJgredient Fioronil + Permethrin 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

870.t100 ACUTE ORAL TOXICITY- RAT SUBMIT MERIAL OWN 

870.1200 ACUTE DERMAL TOXICITY- RAT SUBMIT ME RIAL OWN 

870.1300 ACUTE INHALATION TOXICITY 
WAIVER 

870.2400 PRIMARY EYE IRRITATION- RABBIT SUBMIT ME RIAL OWN 

870.2500 PRIMARY DERMAL IRRITATION- RABBIT SUBMIT MERIAL OWN 

870.2600 DERMAL SENSITIZATION -GUINEA PIG SUBMIT MERIAL OWN 

Signature ~--- 1:.1 
~ Name and Title Date -- ' / c:./1 ,_;, v--" z/,::.1;,~.,. ~- -------- / '. '----" TimothY A. Dotson, Director, Req. Affairs US 

EPA Form 8570-35 (9-97) E~ctronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The publlc reporting burden for this collection of infonna!ion is estimated to average 0.25 hours per response for registra!ion actlvlties and 0.25 hours per response for 
reregistration and special review activities, including time for reading the inslructions and completing the necessary fonns. Send comments regarding the burden estimate or any other aspect of this collection 
of infonnation, including suggestions for reducing the burden to: Director, OPPE lnfonnation Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the fonn to this address. 

DATA MATRIX 

Date December21, 2012 EPA Reg No./File Symbol 6533t-8 Page 8of8 . 
Applicanl's/Registrant's Name & Address Product 

Merlal Limijed, 3239 Satellite Blvd, Dululh, GA 30096 CERTISHIELDm for dogs 

lnnredienl Finronil + Pennelhrln 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

40 CFR PART 157, SUBPART B CRISAUE TESTING- 6x (XL) 49000901 ME RIAL OWN 

40 CFR PART 157, SUBPART B CRISAUE TESTING -1x (L) 49000902 MERlAL OWN 

Signatu~·--·· ~~ ~ ~ \ ' Name and Title Date ~ 
b, ;,--~ TimothY A. Dotson, Director, Reg. Affairs US /Z/z; ( 2-- ·---'I 

~nA "'- ,,.,.,.,., .,.., m ,.,.,., r=•--'"--·- ---' n---- .. --·--- ----·'-'-'- e>,,,__,, --•·· 0---· .. -·-·-- A~---"·-·-~--· li-n,.... __ ., 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Form Approved OMS No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review ac!'!vif1es, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this cdlection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date December21, 2012 EPA Reg No./File Symbol 65331-8 Page 1 of 8 

Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELDm for dogs 

Ingredient Fipronil + Permethrin 

Status Note 

<1/1 L 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMS No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 40t M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

DateDecember21, 2012 EPA Reg No.IFile Symbol 65331-8 Page 2 of 8 

Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELDTM for dogs 

Ingredient Fipronil + Permethrin 

Status I Note 

OWN 

OWN 

Timothy A. Dotson, Director, Reg. Affairs US ojLI/1 L 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form ApprOved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including tUne for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
Of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 40t M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date December 2 t, 20 t2 EPA Reg No./File Symbol 6533t-8 Page 3 of 8 

Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELD""" for dogs 

Ingredient Fipronil + Permethrin 

Status Note 

OWN 

OWN 

OWN 

Timothy A. Dotson, Director, Reg. Affairs US 2/21/f 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Form ApprOved OMS No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date December 2t, 2012 EPA Reg No./File Symbol 65331·8 Page 4of 8 

Not• 

,j~ 
Timothy A. Ootson, Director, Reg. Affairs US !"fu/IL 
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for reducing 

Form Approved OMB No. 2070-0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street. S.W. 

per response tor registraUon activities and 0.25 hours per response 
for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 

burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 

Note 

/LY2/II 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070·0060 

Paperwork Reduction Act Notice: The public reporting burden for lhis collection of infonnatlon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistrallon and special review activities, including lime for reading the instructions and completing lhe necessary fonns. Send commenls regarding lhe burden estimate or any olher aspect of lhis collection 
of infonnalion, including suggeslions for reducing the burden lo: Director, OPPE lnfonnalion Management Division (2137), U.S. Environmental Prolection Agency, 401 M Slreel, S.W., Washington, DC 20460. 
Do not send lhe fonn to lhis address. 

DATA MATRIX 

Date December 21, 20 t2 EPA Reg No./File Symbol 65331·8 Page 6 of 8 

Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELDTM for dogs 

lngredienl Fipronil + Pennelhrin 

Status I Note 

OLD 

Timothy A. Dotson, Director, Reg. Affairs US .v/:z.. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activHies, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date December 21, 2012 EPA Reg No./File Symbol 6533 t-8 Page 7 of 8 

Mer\al Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELO"" for dogs 

Ingredient Fipronil + Permethrin 

Status Note 

OWN 

OWN 

WAIVER 

OWN 

OWN 

OWN 

~---- Timothy A. Dotson, Director, Reg. Affairs US 
/;.;2/ /! '-
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is esHmated to average 0.25 hours per response for registration activiHes and 0.25 hours per response for 
reregistration and special review activities, including Hme for reading the instructions and completing the necessary forms. Send comments regarding the burden estima1e or any other aspect of this collection 
of informaHon, including suggesHons for reducing the burden to: Director, OPPE lnformaHon Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Da1e December 21, 2012 EPA Reg No./File Symbol 65331-8 Page 8 of 8 

Merial Limited, 3239 Satellite Blvd, Duluth, GA 3ooge CERTISHIELDrn for dogs 

Ingredient F"1pron"ll + Permethr"1n 

Status Note 

OWN 

OWN 

;' 

~. Timothy A. Dotson, Director, Reg. Affairs US ;;/4/t 

235



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Certified Mail: 7008 3230 0000 9482 3340 

Timothy (Tim) A. Dotson, Director 
Regulatory Affairs US 
Merial Limited 
3239 Satellite Boulevard, Building 500 
Duluth, GA 30096-4640 

OFFICE OF 
PREVENTfON, PESTICIDES 
AND TOXIC SUBSTANCES 

August 3, 2012 

Subject: Meeting of June 13 2012, discussing a proposal to self certify another packaging design other than 
the Frontline Packaging similar to the FRONTLINE® Plus For Dogs, EPA Reg. No. 65331~5 which was 
utilized for purposes of registration of EPA Reg. No. 65331-8. 
Product Name: Tradename for Dogs 
EPA registration No.: 65331-8. 

Dear Mr. Dotson; 

The Agency has reviewed and discussed Merial's Child Resistant Packaging (CRP) self certification 
proposal presented at the June 13,2012 meeting at the Office of Pesticide Program's Offices. The Agency 
cannot accept this proposal, and have determined that additional data will be required per the documentation 
written by Rosalind Gross (attached). This documentation does not consider any other variant fill weights, 
or unit packaging than those presented at the June 13, 2012 meeting. Such variants may require additional 
CRP and/or Companion Animal Safety Studies (CASS) to adequately address the data requirements. When 
conducting CRP packaging testing, please follow the guidance document attached with this letter. Since 
these studies are not part of the conditions of registration, they must be submitted in accordance with the 
Pesticide Registration Improvement Act (PRIA), which is part of the Federal Insecticide, Fungicide and 
Rodenticide Act as amended (FIFRA). 

Regards, 

f?~.f&J.L 
Richard f. Gebken 
Product Manager PMIO 
Office of Pesticide Programs 

Attachment: Rosalind Gross memo entitled "EPA Registration Number 65331-8 Additional Data Requirements Per June 13. 
2012 Meeting with Meriaf' 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Certified Mail: 7008 3230 0000 9482 3340 

Timothy (Tim) A. Dotson, Director 
Regulatory Affairs US 
Merial Limited 
3239 Satellite Boulevard, Building 500 
Duluth, GA 30096-4640 

OFFICE OF 
PREVE;>.;TJON. PESTICIDES 
A)>.iD TOXIC S(;BSTA:>.:CES 

August 3, 2012 

Subject: Meeting of June I 3 2012, discussing a proposal to self certify another packaging design other than 
the Frontline Packaging similar to the FRONTLINE® Plus For Dogs, EPA Reg. No. 6533 I-5 which was 
utilized for purposes of registration of EPA Reg. No. 65331-8. 
Product Name: Tradenamc for Dogs 
EPA registration No.: 65331-8. 

Dear Mr. Dotson; 

The Agency has reviewed and discussed Merial 's Child Resistant Packaging (CRP) self certification 
proposal presented at the June 13,2012 meeting at the Office of Pesticide Program's Offices. The Agency 
cannot accept this proposal, and have determined that additional data will be required per the documentation 
written by Rosalind Gross (attached). This documentation does not consider any other variant fill weights, 
or unit packaging than those presented at the June 13, 2012 meeting. Such variants may require additional 
CRP and/or Companion Animal Safety Studies (CASS) to adequately address the data requirements. When 
conducting CRP packaging testing, please follow the guidance document attached with this letter. Since 
these studies are not part of the conditions of registration, they must be submitted in accordance with the 
Pesticide Registration Improvement Act (PRIA), which is part of the Federal Insecticide, Fungicide and 
Rodenticide Act as amended (FIFRA). 

Regards, 

~~f{o~ife~ 
Product Manager PM 1 0 
Office of Pesticide Programs 

Attachment: Rosalind Gross memo entitled "EPA Regis/ration Number 65331-8 Additional Data Requirements Per June 13, 
2012 Meeting with ,\1eriaf' 
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EPA Registration Number 65331-8 

Additional Data Requirements 

Per June 13, 2012 Meeting with Merial 

EPA Registration Number 65331-8 is currently registered as a single pipette (1x) 
hanging card and a 3x and 6x blister card. The single pipette (1 x) is the same shape 
and style green pipette and hanging card as is used on Frontline Plus EPA Registration 
Number 65331-5. The 3x and 6x blister card has the same shape and style green 
pipette and blister packaging as is used on Frontline Plus EPA Registration Number 
65331-5. 

1 

At a June 13, 2012 meeting Merial indicated they are not currently marketing this 
package. Merial stated they want to market the product in a 1, 2, 4, and 6 ml filled 
pipette with a single chamber resembling the two chamber pipette used for EPA 
Registration Number 65331-7. Furthermore, they want these pipettes to be in the same 
pouches used for EPA Registration Number 65331-7 and to be sold as a 1x, 3x, and 6x 
size package. EPA Registration Number 65331-7 pipette sizes are 1.07ml, 2.14ml, 
4.28ml, and 6.42ml. It was agreed at the meeting that the differences in the pipette and 
pouch used for 65331-7 versus the ones to be used for 65331-8 would require 
additional CRP test data. The test data would need to include at a minimum the 
following: 

• Child-Resistant Effectiveness test for 4ml size pipette filled with water in a single 
pouch with the same Senior Adult Effectiveness (SAUE) directions used in 
testing EPA Registration Number 65331-7 

• Senior Adult Effectiveness test for 4ml size pipette filled with water in a single 
pouch with the same Senior Adult Effectiveness (SAU E) directions used in 
testing EPA Registration Number 65331-7 

• Child-Resistant Effectiveness test for 6ml size pipette filled with water as two 
"three pouch cards" (6x) with the same Senior Adult Effectiveness (SAUE) 
directions used in testing EPA Registration Number 65331-7 

• Senior Adult Effectiveness test for 6ml size pipette filled with water as two "three 
pouch cards" (6x) with the same Senior Adult Effectiveness (SAUE) directions 
used in testing EPA Registration Number 65331-7 

The additional data was conditionally limited to the 4 aforementioned studies, 
provided the results were not marginal passes per 16 CFR 1700.15(b) and 
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2 

1700.20. If the results were marginal passes per 16 CFR 1700.15(b) and 1700.20 
more testing could be required. Merial is not marketing the product under its 
currently approved packaging (resembling Frontline Plus, EPA Registration Number 
65331-5). The new packaging (1, 2, 4, and 6 ml filled pipette with a single chamber 
in a pouch resembling the two chamber pipette and pouch used for EPA Registration 
Number 65331-7) should be evaluated as a replacement package not as an 
additional/alternate package. This would mean that EPA Registration Number 
65331-8 could not be marketed in a package (resembling Frontline Plus, EPA 
Registration Number 65331-5). 

239



RE: Completed PRIA Action: Label for 65331-8 (-1 -) [j 
Bonaventure Akln!osotu to: Timothy.Dotson 
Cc: Marion Johnson, Richard Gebken, Kimberly Nesci 

This message has been replied to. 

05/15/20 t210:43 AM 

Please see attached, and respond to acknowledge receipt. Original copy was sent via USPS. 

~· 
[Untitled]. pdf 

Thanks, B.A 

Thank you for the approval letter. _we appreciate ... 0511112012 02:53:03 PM 

From: <Timothy.Dotson@Merial.com> 
To: Bonaventure Akinlosotu/DC/USEP A/US@ EPA 
Cc: 
Date: 

Richard Gebken!DCIUSEPAIUS@EPA, Marion Johnson/DC/USEPAIUS@EPA 
05/1 t/2012 02:53PM 

Subject: RE: Completed PRIA Action: NOR for 65331-8 (· 1-) 

Thank you for the approval letter. We appreciate all your help. 

Timothy (Tim) A. Dotson 
Director 
Regulatory Affairs US 
Merial Limited 
Ph 678.638.3713 
Cell 404.395.2420 
Fax 678.638.3715 

"Confidential Business Information". 
The attached file contains confidential business information. 

You are responsible for maintaining the confidentiality of this information 
if copying, printing or further dissemination of this document occurs. 

From: Bonaventure Akinlosotu [mailto;Akinlosotu.Bonaventure@epamail.epa.gov] 
Sent: Friday, May 11, 2012 1:23PM 
To: Dotson, Timothy AH/US 
Cc: Richard Gebken; Marion Johnson 
Subject: Completed PRIA Action: NOR for 65331-8 (- I -) 

See attached and respond to acknowledge receipt: 

(See attached file: [Untitledj.pdf) 

Please note that the 18 page stamped label (marked up as indicated in NOR) will be sent via 
USPS. 

Thanks, B.A. 
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Bonaventure Akinlosotu, PhD 
Regulatory Scientist 
U.S. Environmental Protection Agency 
Office of Chemical Safety and Pollution Prevention 
OPP/RD (Mail Code: 7505P) 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 

703-605-0653 
a kinlosotu. bonaventure@epa .gov 

This email may contain material that is confidential, 
privileged, and/ or work product for the sole use of the 
intended recipient. Any review, reliance, distribution by 
others, or forwarding without express permission is strictly 
prohibited. If you are not the intended recipient please 
contact the sender and delete all copies. 

---05/09/2012 09:46:40 AM---Bonaventure, Please find attached the revised label for 
Tradename for dogs, EPA Reg. 65331-1. The Ma 

From: <Timothy.Dotson©Merial.com> 
To: Bonaventure Akinlosotu/DC/USEPA/US@EPA 
Date: 05/09/2012 09:46AM 
Subject: EPA Reg No 65331-1; Tradename for Dogs 

Bonaventure, 

Please find attached the revised label for Tradename for dogs, EPA Reg. 65331-1. The Master 
text label has been revised to more closely mimic the "me-too" reference product, Effitix 
Topical Solution for Dogs, EPA Reg. No. 2382-187. The attached Master label (dated 
05/09/2012) supersedes the label submitted in the initial application (dated 10/06/11). 
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Timothy (Tim) A. Dotson 
Director 
Regulatory Affairs US 
Merial Limited 
Ph 678.638.3713 
Cell 404.395.2420 
Fax 678.638.3715 

"Confidential Business Information" 
The attached file contains confidential business information. 
You are responsible for maintaining the confidentiality of this 

information if copying, printing or further dissemination of this 
document occurs. 

--------------------------------------------------------This e-mail and any files 
transmitted with it are confidential and intended solely for the use of the 
individual or entity to whom they are addressed. If you have received this 
e-mail in error please notify the system manager: postmaster@merial.com 
This e-mail and its attachments have been scanned for the presence of 
computer viruses, however it is always advisable to run a virus check on 
e-mails and attachments before opening them. 
-------------------------------------------------------- [attachment "Revised 
Final FLARE Master label 09May12 supercedes 060ct11.docx" deleted by 
Bonaventure Akinlosotu/DC/USEPA/US] 
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Re: Completed PRIA Action: Label for 6533!-8 (-I-) 
Timothy .Dotson 
to: 
Richard Gebken 
05/!5/20 !2 02:05 PM 
Hide Details 
From: <Timothy.Dotson@Merial.com> 

To: Richard Gebken/DCIUSEPA!US@EPA 

History: This message has been replied to. 
2 Attachments 

.~ -•"" .:!! .~ 
graycol.gif IFI766\5.gif 

Richard, 

I'm traveling today and will be back in the office on Thursday. Can I call you then? 

Tim 

Sent from my BlackBerry Wireless. Handheld 

From: Richard Gebken <Gebken.Richard@epamail.epa.gov> 
To: Dotson, Timothy AH/US 
Cc: Bonaventure Akinlosotu <Akinlosotu.Bonaventure@epamail.epa.gov>; Rosalind Gross 
<Gross.Rosalind@epamail.epa.gov> 
Sent: Tue May 15 11:13:40 2012 
Subject: RE: Completed PRIA Action: Label for 65331-8 (-I-) 

Timothy, 

Roz brought up what may be an issue with this label that we may need to discuss. 

Page I of 4 

Has the specific instructions for how to open the package changed from the original testing instructions for the 
senior testing? 
If so, was this pointed out when the revision was made? 

file:/ /C:\Documents and Settings\rgebken\Local Settings\ T ernp\notes87944B\~web6577 .htm 6/28/20 12 
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Page 2 of4 

She indicates that the Information Is different 

Richard Gebken 

Bonaventure Akln!osotu---05/15/2012 10:43:27 AM---Please see attached, and respond to acknowledge 
receipt Original copy was sent via USPS. Thanks, 

From: Bonaventure Akinlosotu/DC/USEPAIUS 
To: <Timothy.Dotson@Merial.com::> 
Cc: Marion Johnson/DC/USEPAIUS@EPA, Richard Gebken/DC/USEPAIUS@EPA, Kimberly Nesci/DC/USEPA!US@EPA 
Date: 05/15/2012 10:43 AM 
Sub;ect: RE: Compleled PRIAAclion: Label for 65331-8 (-I-) 

Please see attached, and respond to acknowledge receipt Original copy was sent via USPS. 

(See attached file: [Untitled].pqO 

Thanks, B.A 

---05/11/2012 02:53:03 PM--Thank you for the approval fetter. We appreciate a!! your help. Timothy (Tim) A. 
Dotson 

From: <Timolhy.Dotson@Merial.com::> 
To: Bonaventure Akinlosotu/DC/USEPAIUS@EPA 
Cc: Richard Gebken/DC/USEPAIUS@EPA, Marion Johnson/DC/USEPAIUS@EPA 
Date: 0511112012 02:53PM 
Subject: RE: Completed PRIAAclion: NOR for 65331-8 (-1-) 

Thank you for the approval fetter. We appreciate a!! your help. 

Timothy (Tim) A. Dotson 
Director 
Regulatory Affairs US 
Merial Limited 
Ph 678.638.3713 
Cell 404.395.2420 
Fax 678.638.3715 

"Confidential Business Information" 
The attached file contains confidential business information. 

You are responsible for maintaining the confidentiality of this information if copying, 
printing or further dissemination of this document occurs. 

From: Bonaventure Akinlosotu [mallto:Akln!Qs.Q.tu .•. ~QD.<J.V.e.o.t.u.r.e@epa.maU.epa.go_v] 
Sent: Friday, May 11, 2012 1:23PM 
To: Dotson, Timothy AH/US 
Cc: Richard Gebken; Marion Johnson 
Subject: Completed PRIA Action: NOR for 65331-8 (-I-) 

file:/ /C:\Documents and Settings\rgebken\Local Settings\ Temp\notes87944 B\~web6577 .htm 6/28/2012 
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Page 3 of4 

See attached and respond to acknowledge receipt: 

(See attached file: [Untitled]. pdf) 

Please note that the 18 page stamped label (marked up as indicated in NOR) will be sent via USPS. 

Thanks, B.A. 

Bonaventure Akinlosotu, PhD 
Regulatory Scientist 
U.S. Environmental Protection Agency 
Office of Chemical Safety and Pollution Prevention 
OPP/RD (Mail Code: 7505P) 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 

703-605-0653 
akinlosotw.bonaventur<e@<epa,gov 

This email may contain material that is confidential, privileged, 
and/ or work product for the sole use of the intended recipient. 
Any review, reliance, distribution by others, or forwarding 
without express permission is strictly prohibited. If you are not 
the intended recipient please contact the sender and delete all 
copies. 

---05/09/2012 09:46:40 AM---Bonaventure, Please find attached the revised label for 
Tradename for dogs, EPA Reg. 65331-I. The Ma 

From: <Ilmqtfly.Qo_tson@Merial.com> 
To: Bonaventure Akinlosotu/DC/USEPA/US@EPA 
Date: 05/09/2012 09:46AM 
Subject: EPA Reg No 65331-I; Tradename for Dogs 

file://C:\Documents and Settings\rgebken\Local Settings\Temp\notes87944B\-web6577.htm 6/28/20!2 
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Page 4 of4 

Bonaventure, 

Please find attached the revised label for Tradename for dogs, EPA Reg. 65331-1. The Master text 
label has been revised to more closely mimic the "me-too" reference product, Effitix Topical 
Solution for Dogs, EPA Reg. No. 2382-187. The attached Master label (dated 05/09/2012) 
supersedes the label submitted in the initial application (dated 10/06/11). 

Timothy (Tim) A. Dotson 
Director 
Regulatory Affairs US 
Merial Limited 
Ph 678.638.3713 
Cell 404.395.2420 
Fax 678.638.3715 

"Confidential Business Information" 
The attached file contains confidential business information. 

You are responsible for maintaining the confidentiality of this information 
if copying, printing or further dissemination of this document occurs. 

--------------------------------------------------------This e-mail and any files 
transmitted with it are confidential and intended solely for the use of the individual 
or entity to whom they are addressed. If you have received this e-mail in error 
please notify the system manager: postmilSter@merial.corn This e-mail and its 
attachments have been scanned for the presence of computer viruses, however it 
is always advisable to run a virus check on e-mails and attachments before 
opening them. -------------------------------------------------------- [attachment 
"Revised Final FLARE Master label 09May12 supercedes 060ctll.docx" deleted by 
Bonaventure Akinlosotu/DC/USEPA/US] 

file://C :\Documents and Settings\rgebken\Local Settings\ T emp\notes87944B\~web6577.htm 6/28/2012 
246



RE: Completed PRJA Action: Label for 65331-8 (-I-) 
Timothy .Dotson 
to: 
Richard Gebken 
05!17/201211:44AM 
Cc: 
Bonaventure Akinlosotu, Rosalind Gross 
Hide Details 
From: <Timothy.Dotson@Merial.com> 

To: Richard Gebken!DCIUSEPA/US@EPA 

Page 1 of4 

Cc: Bonaventure Akinlosotu/DCIUSEPA/US@EPA, Rosalind Gross/DCIUSEPAIUS@EPA 

3 Attachments 

. ' :.l 
~--- l 
·~ 

imageOOl.gif image002.gif Revised Final FLARE Master label 17Mayl2 supercedes 060ctll TC.docx 

Richard, 

I believe I found the inconsistency for instructions for opening the single-dose pipette and have 
corrected it. Also, I'm providing comments in track changes for your consideration. Once we have 
agreement I will send you a "clean" copy. 

Timothy (Tim) A. Dotson 
Director 
Regulatory Affairs US 
Merial Limited 
Ph 678.638.3713 
Cell 404.395.2420 
Fax 678.638.3715 

"Confidential Business Information" 
The attached file contains confidential business information. 

You are responsible for maintaining the confidentiality of this information if 
copying, printing or further dissemination of this document occurs. 

file://C:\Documents and Settingslrgebken\Local Settings\Temp\notes87944BI-web7577.htm 6/28/2012 
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From: Richard Gebken [mailto__:_G_~_I:l_k~n, _ _8.ichard@epamai_L_epq_,gov] 
Sent: Tuesday, May 15, 2012 11:14 AM 
To: Dotson, Timothy AH/US 
Cc: Bonaventure Akinlosotu; Rosalind Gross 
Subject: RE: Completed PRIA Action: Label for 65331-8 (- I -) 

Timothy, 

Roz brought up what may be an issue with this label that we may need to discuss. 

Page2of4 

Has the specific instructions for how to open the package changed from the original testing instructions for the 
senior testing? 
If so, was this pointed out when the revision was made? 

She indicates that the information is different. 

Richard Gebken 

Bonaventure Akinlosotu---05/15!2012 10:43:27 AM---Please see attached, and respond to acknowledge 
receipt. Original copy was sent via USPS. Thanks, 

From: Bonaventure AkinlosoluiOCIUSEPA/US 
To: <Timothy.Dolson@Meri<JJ.(XJJJJ> 
Cc: Marion Johnson/DCIUSEPNUS@EPA, Richard Gebken/DC/USEPA/US@EPA. Kimberly Nesci!OC/USEPA/US@EPA 
Date: 0511512012 10:43 AM 
Subject: RE: Completed PRIA Action: Label for65331-8 {- 1-} 

Please see attached, and respond to acknowledge receipt. Original copy was sent via USPS. 

(See attachedfile: (Untrtled}.pdf} 

Thanks, B.A 

---05/1112012 02:53:03 PM---Thank you for the approval letter. We appreciate all your help. Timothy (Tim) A. 
Dotson 

From: <TII)")olhy.Q_otsoJJ@Merial.com> 
To: Bonavenlure Akinlosotu/DCIUSEPA/US@EPA 
Cc: Richard Gebken/DCIUSEPNUS@EPA. Marion JohnsoniDC/USEPA/US@EPA 
Date: 0511112012 02:53PM 
Subject: RE: Compleled PRIAAc!ion: NOR for 65331-8 (-I-} 

Thank you for the approval letter. We appreciate all your help. 

Timothy (Tim) A. Dotson 
Director 
Regulatory Affairs US 

file://C:\Documents and Settings\rgebken\Local Settings\Temp\notes87944B\-web7577.htm 6/28/2012 
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Merial Limited 
Ph 678.638.3713 
Cell 404.395.2420 
Fax 678.638.3715 

"Confidential Business Information" 
The attached file contains confidential business information. 

Page 3 of4 

You are responsible for maintaining the confidentiality of this information if copying, 
printing or further dissemination of this document occurs. 

From: Bonaventure Akinlosotu [mailto:Akinlosotu.Bona_venture@epamail.epa.gov] 
Sent: Friday, May 11, 2012 1:23PM 
To: Dotson, Timothy AH/US 
Cc: Richard Gebken; Marion Johnson 
Subject: Completed PRIA Action: NOR for 65331-B {-I-) 

See attached and respond to acknowledge receipt: 

(See attached file: [Untitled].pdf) 

Please note that the 18 page stamped label {marked up as indicated in NOR) will be sent via USPS. 

Thanks, B.A. 

Bonaventure Akinlosotu, PhD 
Regulatory Scientist 
U.S. Environmental Protection Agency 
Office of Chemical Safety and Pollution Prevention 
OPP/RD (Mail Code: 7505P) 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 

703-605-0653 
akinlosotu .. bonavgnture@epa.gov 

This email may contain material that is confidential, privileged, and/ 
or work product for the sole use of the intended recipient. Any 
review, reliance, distribution by others, or forwarding without 
express permission is strictly prohibited. If you are not the intended 
recipient please contact the sender and delete all copies. 

---05/09/2012 09:46:40 AM---Bonaventure, Please find attached the revised label for 
Tradename for dogs, EPA Reg. 65331-I. The Ma 

From: <Ti rnot_h_y,_Q_o_ts_on@_M_e_r:-_ial._co_rn > 
To: Bonaventure Akinlosotu/DCJUSEPA/US@EPA 
Date: 05/09/2012 09:46AM 
Subject: EPA Reg No 65331-1; Tradename for Dogs 

file://C:\Documents and Settings\rgebken\Local Settings\Temp\no1es87944B\-web7577.htm 6/28/2012 
249



Page 4 of 4 

Bonaventure, 

Please find attached the revised label for Tradename for dogs, EPA Reg. 65331-1. The Master text 
label has been revised to more closely mimic the "me-too" reference product, Effitix Topical 
Solution for Dogs, EPA Reg. No. 2382-187. The attached Master label (dated 05/09/2012) 
supersedes the label submitted in the initial application (dated 10/06/11). 

Timothy (Tim) A. Dotson 
Director 
Regulatory Affairs US 
Merial Limited 
Ph 678.638.3713 
Cell 404.395.2420 
Fax 678.638.3715 

"Confidential Business Information" 
The attached file contains confidential business information. 

You are responsible for maintaining the confidentiality of this information 
if copying, printing or further dissemination of this document occurs. 

--------------------------------------------------------This e-mail and any files 
transmitted with it are confidential and intended solely for the use of the individual 
or entity to whom they are addressed. If you have received this e-mail in error 
please notify the system manager: postmaster@merial.com This e-mail and its 
attachments have been scanned for the presence of computer viruses, however it 
is always advisable to run a virus check on e-mails and attachments before 
opening them. -------------------------------------------------------- [attachment 
"Revised Final FlARE Master label 09May12 supercedes 060ctll.docx" deleted by 
Bonaventure Akinlosotu/DC/USEPA/US] 

file://C:\Documents and Settings\rgebken\Local Settings\Temp\notes87944B\-web7577.htm 6/28/2012 
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Pages 251-258*Confidential Statement of Formula may be entitled to confidential treatment*




